{a) Seope of Ayresment. This Agreement
defines the rights of the partles hereto re-
garding tie allocation of rights-in subject
inventiona made -under cte with the

-RULES  AND: REGULATIONS

dance with paragraph {£)(1) or decides not
ta of guch

.‘A.a 25

: (i} Interim reporia (§) for each contract
8t least every 13 months from the date of

fees
¢ of the umao:n

agetcy. entered.into after the execution of
the Agreement except guch contracta- as
may be wﬂmﬁhﬂbq excluded E. nw_o bnﬂﬁv.
[0

the. tract Usting Subject Inventlons for
the period and-certifying that all-Subject

application or patent, the- shall
notify the Agency not less than &0 daya
hefore the expiration period for any action

‘required by the foretgn patent offlee, -~

(bY. Unn.:awu:n <1} "Subject.
means any invention or of the In-

lg) A

requested: -0

stitution or its contractors concelved. or tirst
actuslly reduced to proecices in the course of
or wnder & conteact with the Agency, and in.
clhides any ar, method, process,. machaine,

‘deslgn, or: of
maziter, or any new and useful

1e)(2) or (3) of this Agreement,
shall be made by delivering to the'Agancy
duly executed instruments {prepared by the
Agency) and- asuch other papers 65 -are
deemed necessary to veet in the government.
the entire right, title, and interest:to'enable

15 have been. d or shat there
are no such inventions, :
i) An acceptable linal report within 3
Eonths after completion of the work undey
contract, Uisting: all Subjent Inventions or
certifying that -there- were no such’ lnven-
tlons. (&) R
12) The -auaog_as shall a!h.—u patent
agreements to effect the provisfons of this
Agreement, from all-persons-in-ita employ
ﬂ__po perforn any part of-the sdnw under

thereof, and any variety of plant; which. is
-0r may be patentable under the patent Laws
of .the United States Dn America or any for-
elan coomtry, -

€2) “Coutract” BmEpm any. Sug {ngree.

. patent
-In this or.the forelgn country, respectively,

the Gi to epply for nnd
ing the

or otherwise establigh Do—.mnn_umun GWRer-
ship of such invention, -
(d) Minfmum righly acquired by the Gor-

tered Into With ot for the benefit of. nwm
Government, where a purpose of the con-

.tract is the conduct of experimental, devel-

nEHaHE or research worlk, -

(3) “States and domestic municipal gov-
erniments”. means the States of the Unlted
Biates, the District of Columbia, Puerto
.Rico, the Virgin Islunds, Americans Samon,
Guar, and the Trust Tecritory on the Paclf-
e Islands, and any polltleat and

(1) With respect to ezch Subject

.anmuzou 4.0 which the Institution retains

tract except
n:n& BS n—munuu nBEov.mon sua. ‘manusl F.
‘borers. -

+ (%) The E«—Enoﬂ fAgrees that the: Gov-

ernment may duplicate and disclose Subject
Invention dlsclosures and, subject to pars-
iraph k), ‘all other reports and uwd@-.u tur-
EnSon or tobe

it the Institu-

rights, the
Lih) Nnnnuu grants to the Govermment of
ihe United Stutes &

20: ia'to tlle & patent Uuunﬂﬂ_.ni on & Sub-

ferable, paidup leense t0° make, use, et
sell each Bubject Invention throughout the
world by or-on behalf of the Government of

Ject the Agency RETees,. upon
writien request of the Institution, to use lta
beat efforts to withhold publication of such
inventicn dlsclosures untO a patent applica-

‘the Unitedl States (including any Goverr=tlon is filed thereon, but in no event shall

ment ‘agency) and Stdtes and U

niclpal gevernments, unless the Agency ‘de-

agencies theraof.
(4) “To bring te the point of practical ap-
mewns to in the case

after the- haa been [den.
tified that it would not be in the publle in.
tervest to nequire the leense for Btates and

of & composition or product, to.practice in
the case of a process, of to operate in the
.case of & machine and under such condi-
_ilons A3 to establish that the lnvention [s
being worked and that its benefits are rea-
genebly atcegsible to the public,

(8 “Mrde," when used In relstion te any
invention or disecvery, means the concep-
tlon or tirst wetual reductlon to bractice of
such invention in the course of or under a
contract. y

@) Allocation of grincipel rights. (1)} The *

Institutlon may retaln the entire Tight, title,
and interest throughout the world or in any
country thereof in and to each Subject In-
. ventjon disclosed pursuant te paragraph (e,
below, subject to the provislons of this
A ent. The Institutlon shal' include
Sﬁn“hﬂ Subject Invention disclosure an
electlon whether it will retain the entire
right, title, and interest in the Inventlon
throughout the workl or ‘in any country
thereof subject to the righta acquired by
the Government in parsgraph (d) of the
Agreement; Provided That the Institution
may request do extensioi of the time for
ekectlon,

{2) The Institution agreea to convey to the
Government, upon request,” the entlre do-

mestio right, title, and Interest tn any Sub.

Ject Invention when the Institutlon;
<) Does not elect under paragraph (X1}
to retain such rights; or

.:.c Falls to have & United States Patent

filed oh the In agcor-
nsﬂm with paragraph (IX1), or decides not
of u——g

. =_.= At any Eﬂc no uouwmu mowrdm to
retain title.

13) The .__u.wn_n_.—.—q_u agrees to convey ...u the
Government, upcn request, the entlre right,
title, and fnterest in any Subject’ [nvention
when the Institutlon;: -

(i) Does ‘not elect under paragraph {e)(1)
to retaln such rights in the country; or-

- (ii) Falls to have a patent flled

end /
() Agrees. upon request of the Agency. 3
grant licenses to

the or its be liable
{1) Filing of domestic hau&_n applications.

1) With respect to each Subject Inventlon

' for any publication thereot,

In which the Institution elects to retain do-

metle rights pursuant 10 paragraph (eX1) of -
thle Agreement, the Institution shall have'a
patert lled” within @

terms that ere reasonable under the &R——E
stances except; -

(A) When the Institutlon, 1i8 licensee, or
itg saslgnee, demonatrates to the Govern
ment (1) thal effectlve steps. have ‘been
taken within three:years after ‘m patent
issues on such invention to bring the lnven-
tion to the polnt-of practical application or
{2) that the invention has been made avall-
able for Heensing royalty-free or on Snﬂu
that are in the -or
can show cause why the prinelpsl or exdly-
sive rights should he n‘a’_bwa noﬂ [ nEéw.n_..
petlod of tme; or

(B} To the extent that the _Hﬂm_uﬂuu s ra-
quired for public uee by govermmental regu.
lations or a5 may be necessary to fulfill
publlc health or safety Bm_.._.m.u or for ather

the &

public
contract.

{2} Nothing UBBEBU& In this HHNDE..DUE
(d) shall be deemed to grant to the Govern-
ment any righta with respeet to any Liwven-
n_wb other ﬂ—bn 8 Subject Invention,

8

months after an election has licen made

pursuant to paragraph (eX1} of this Agree- '

ment or such lenger petlod as may be ap-
proved in writing by the Agency,

(2} For ench Subject Invention on which &
phtent application is Tiled by or on behalt of
the Inatifutlon, the Inatitution shall:

() Within 8 months after the filing, or
within 6 months after submlssion of the In-
ventfon disclosure if the patent application”
was fliesd prior to the contract, dellver to the
Agency o duly executed and approved in-
ftrument on the form specified in Exhiblt A
which s attached hereto and'made a park
hereof;

() Within 3 monthy after the filing, or
within 2 months after submission of the in-
vention dlsclosure if the patent applicatlon
was filed prior to the contract, deliver to the
Ageney (A} B copy of the application as
flled, Includlog the fillng date and serial
number, and (B} a-copy of mo azlgnment
from the inventor or inventors to the Insti.
tution of all right, title, and Interest in-the

and reparts, (1) The H.unzo:a_au shall fur-
nleh the Agency:
() A complete Snwu.—oa disclosure for

,each Sublect Ifiventlon within § menths

after eonception or first actual reductlon to
practies, whichever occurs first in -‘the
course of or under the contract, or within 4
menths from the time & contractor of the
Institution reports an invention to it pursu.
ant to paragraph, (h), but In, any event prior
to ang on sale; publls use, or publication'of
the Invention known to the Institutlon. The
disclogure shall ident!ify the contract and in-
wentor and shall be sufficlently combliete In
technieal detail to convey-to one skilled in
the art-to which the ivention peltainm a
plear understanding of the nature, purpose,
oumunsnu. and, to theextent kmown; the

properly d in the .GE_N&
States Patent and Trademark Otfice;

({15 Include the following statemert, &P
propristely completed, in the second parn-
graph of the specification of the application
and sny vnnuuem 1zszed on the Subfect In-
Vention, “The Qeem:u._ﬂnu—a »:E rights- in
this £ or
Grant(a)) Nog), —— wﬂﬁn& by AEBE«.
the Agency or Agencles)’;

tlv) Nob less than 20 days before the expl-
ration of the rezponss period for any action
required by the United States Patent and
Trademark Office, notify the Agency of any
decislon-not to continue the prosecution of
the ‘application and deliver to the Agency
exenuted Instruments E«Fﬂ «uu Govern-
ment a-power of atterney;

<) Opon request, fully advize the'Ageney

elcal; chemieal) or.

I the country on-the

hi [stics of the

all' aetions taken durlng the
prosecution of sny patentapplication and
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by the Institulion, and such other dats and
Q‘mnl.tbcn as the Agsnry MY reasouably
TO the exieni data or information
supplled. to this se¢llon is consldered by o 1i-
rensee to be drivileged or eunﬂdenthl And 15
5o merked, the Agency Agrees %, b0 the
extent permitted by law, It wﬂ.! mt disclose
uuch Informutlon to persons outside the

ent.
(l) Mﬂrﬁﬂ.ﬂ of Policy ond Admindatretive
Chaiges. ah

liul

RULES AND REGULATIONS

Tt 13 understood and agreed that this doc.
unlent does not preclude the Govermiaient’
from asserting ylghts under the provislons
of suld Agreement or of any other agree-
iment-betWeen the Covernmont and the
Contractor, or any.other rignts of the-Glov-
emzrent. with respect- to the sbove-ldenth
ﬂed inventjon,

The Government 1s. herebs' granted an ir.
revnmbln poWwer to inspect and wmeke coples:

nil
‘ notity  the .A.gen slgnificant
changes In the ln!omntlnn subm!m.‘d by it
in AUDWM of its request for an
Patent Af

greement; partipularly, charges in
itz patent nol.lcles ot its administrative eapa-

G Y
Dates $his Agresment berause of 4 failure or

of the 1 led patent
Signed this —— da¥ of ———o, 10—
UInstitution}
v o 5
e Slacaturey
of imend 3 (PYint or type name)
(Oxficdal titie)
(End of Agreement)

- refusal by the Institutlon to comply with

iy
any of its cbl.lznun:tm under sections (e)&),
-]

Agency
stitution’s entire right, title, and Interest &
* and to the particular Inventicn with mpect

(1) Insert name of Agenoy,

€2) Inzert reference to Institution's cffictal
policy statementa,

t3) Bome egeneles may wish to have the
apply to all Subject Inventions

to Which the breach be
the United Stateg of America, as represent-
ed hv the Agency. s
or

Aﬂenny approvals, exbenllm or similar ae-
tlonk and ether correspondencs requlred by

‘this Agreement should be addrested to

———-, Excepl Where specifically pro-
vided otherwtse in thlu Ag;reement the
————— ahell pct as the
pont of anthorﬂ.y wi'.hin thp Agency to
grant such’ spprovald, extenslons, or take
Buch other Agency a.cunha 45 1Y be autho-
rized jn this Agyeement.

In witness whereof, each of the partles

hezeto Has oxecuted ihis Agrecment us of 02 foloving
This AgTeement ahlIl not =pply o the
the dpy and year below. follo c-m ey
TNITED STATES OF AMERICA (4) The bracketed language ms;
B Teted but mrmnny it 1s exvemd thnt. mau-
T?bl tutlonal Patent Agreements will apply to
Tote grants as well gs contratts.
e — 15> Agenoles may specity a form.
(Corporate Seal.) €6} Agencles may Iind it usetul to Includs
. more detalled instructions hers on “the
2 format of these reports and the persons t0-
(institation) whom they should he supplied. The exsct
By clause may have to be varled according 1o
Title ‘the agency's normal met cloze-out pro-
Date cedures,
(7 It none gre to be psed, Insert "none,”
Exsiart A—CORFRUATORY INSTRUMENT (2) Ditferent dates may be de-
n for - Dending on the Agency's needs,
“ﬁgﬂ?u" tor: - (T18a of In (9: Insext appllcable nddrassés and offl
Inventor{s) . .
um gocardazee With Section (dX1) of
Hoora W — Comtinct. (@rontd  JO) 7 S W the AReney has davers’
Flllng  Date - i mined that & license for Biate and domestic
' will not by

reported after the execution of the egree-
ment, éven where the tontract Wes entered
hltu prlor to the nmement. l.n such cagea,

L4497 -

1 I Patenlt' ARH t with
an pgency shail be required to provide
tl'nat BHency with' t.lm following infor-
ey

1) Genersl information coneernig
the organization including:
) & copy of the organizat.lon s Arti-
cles of Incorporation; X
A of the dons

purpese and aims; and

dily ‘A statement indicaﬂng the
source of the organization’s [unds;

(2)' A copy of the organizaticn's es-
tablished patent pnlmy tosether with
the date and manuer 0! adoption;

{3) The name, ﬂtle.
t.elephnnetnu.mber of the officer’ rei

OF, oA
and inveption matters and a deserip:

tien of staffing in this‘ares, eludikg

all offices which ¢ontribuite io the 6r-
mnézatlnna patent management copd,

W) A descrlptlon of he urgmlzn
tien's procedured for:{A) identifying
sud reporting inventfons and (B) for
the evaluation of such Luvenr.lons for

in

the or \i 's promo-
tional p

rOgTAT;
()Awpyuttheagreemem

_hy employees epgaged in ;;mreh mﬂ

oblga-

"Thlx Agreement delin- the rights of the
parties hereto regarding the sllocation of
rents in Subject mvemlons reported after
the exeeution of the Agreement, ineluding
contrests entered into prior to tkls Agrve-
ment, except anch roniracts as may be spe-

cifically excluded by the Agency.”’
Agencles uging,this jJangusge which wish
to exclude any t contracts from the

egrecment shoyld add a statement such, a3

tlon with regard to inventions- con-
ceived or for the first time reduced to

practice {n the course of their asslened:

duties;

(8) A coby of the Invention report
form. or. outline utdlized for prepars-
tion of invention reports;

{Ty A statement indicat.ing wh&t.her
the organization as an agreetient
-with any. patent management organi-

zetions or consultants and a copy ot

anv such

t.entlom of the organization to hrlnz
inventions to. the: market pla.ue
which 1 temins titie,

sexiption of: the efforts. typ!.eal]sr un-

dertaken by the nrganlzaﬂon to” -

cense {8 Inventions;..-
9) A dascﬂpblcm of the nrsanlr.w
tion's.. past patent applleation and

-pptent licensing  nctivities, anludina

the follos

Phe mvention !.d.enhmed abave i3 B “Bub-

Jeot Trmvention” e {{dentify
Institutional Psbent As;re:mant nmber) td
which contrack (grant) No, with
(specify Covernment agency)
was subject.
Thiz

document i5 confivmatory of the
pald-up license granted to the Government
under this contract (srept) in this inven.
tlom patent application, and aoy resulting
patent, and of all cther rignts arquired by
the Government by the referenced Agree-
Tent, (19

the following should be a.dderl to the Confir-
Ingtrument;

matory

yranted to the Government
does 1ot include State and domestle muniel-
pol governmenta.”

Section 1-8.100-7 1s added as follows:

§1-0.100-7 Negotiation of institutlonsl
potent ogrecments.

(e} Information to bhe submitted by

nonprofit organfzation. A nonprofit
organization desiring to enter into an

Wing: :
(1) Number of !nvemiens repurbed to .
. \ during’ e

fled durlns each cithe. past b years;
(15 NWuymbier. of patents obtained

during sach of the past 5 Fears; .
{lv) Number of exclusive lcenses

issued during esch of the past 5 years;

(v) Number of nunpxc]usive MUeenses, .

other. then those to sponsoring Feder-

sl agencies, isgued durlng’ exch of the.

past § years; .

" (vl). Orogs Foyalty iricom durins'

eath of the, past § yet

ars;
{vit) A general dnsuript!lun of ro:m.l-,
o5 .

maximun royalty rates:

(10)° A Mt of subsidiaty or amuate'

Ol‘mﬂﬂns, which would be covered

FEDERAL REGISTER, VOL 43, HO, Z3--THURSDAY, FEERUARY 2, 1078’ .

eements; - i3
demrl.ptlun of t‘he plans and in-.

of par.ent apmhatinns‘




 slgned by bhe org!mi s

L. "I the urgan[zauon t5a su‘bsld.
‘or -affiliate “organization, . the

deseription of the relationship; .

(12) The amount of suppart from’
each Federal sgency for research and
development. a,ctglmes curreni.ly being

b; deation; .

{13} A atatement of the organizi”

ing of royaltles with employees; and -
(14) A description of the uses made
of Any net income generated by the or-.
" m's pahmt agement pro-

a.far e'aulmztﬁon qr'a tech-
nolagy.transfer program, Before an In-.
stitutlonal Patent, Agreement. f3 en”
" tered fnte ‘with:a nonprofit organiza.
tlon, .the -organization shall have.a.
. technology tranafer program which.
& mintmum, ghall nclude:.

-(1) .-An . established patent, poucy
which is consistent-with the policy in
§1-8.107-3 and Is; administered on.a
continuous basts by.an officer or an
organization res::nnalble to the organi

zation; .. : :
{2) .Agr with, )l

giuirtng them to assisn tn the urgamm.-
o

any invention ouncelved or frst actu--
ally reduced to practice in.the course
of -or under Government contracts or
assurance -that such egreements will
be .ohtained from .employees prior. to.
“the _asslgnment of employees to Gov-

DP

velopment Drojects;
(3) Proceduares for prompt lnvention
ldentlﬁcnf.[on and- blme]y ‘digglosure to”
the officer or organization administer-:
él‘mg the - pabent poucy ol the- Imt.ltu-r

on;
1) Pmceﬂurea fo inventlon evnlm
tlon: and - i

tlonal program ‘for’the - Ucensing ‘and
‘marketing of inventlons, - »

. ¥e) Federal Coordinating Cuunca .far
Selence, Enpinecring, and Technology
List. A-1lst of nrgn.nlmtions “thet’ have

the critieria set !orth In § 1~ .IGE—'I(b)
prepared by & subcorimnittee -of the
Commitice on Intellectual Property
~ tovd ' Informatlon- of the’Federal Co-
ordinating Cotnell for Selente, Engl-'
- neering, and Technology, may be wsed
in leu of individual ageney determina.
tions “of éligibllity for Institutionsl
Patent A greementsa. However, the in.-
cluslon “of afi" organization on'the Hst
will ‘not preciude the agenéy from de-
clining an appHeation for an Institu.
taial Patent Agreement. It 14 alsa ex-
pedted’ that the list ‘may be used by
some agencies In econmection’ with
‘greater Hihis determinations of pe-.
queats for the Inclusion’ of clevsés in’
contracts giving. the nonprofit ‘drgani-
zation ‘the firgt option’ to prlm:inal

name of the dther organfzation and &'

tlon's pokicies with réspect to-the shar-

(6) "An" dptive md‘ eﬁectlve promo-'.

1162
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U&c) 83 Stat. 390 D us C. 483(c).
Nore—The Geneml Eerviceu Administra.
tlon_has
does:not contain a major propusl! requiring
preparation of en Infationary. .Impact
BStatement under Executive Order 11821 a.nd
OMB Circular A-107. ; :
Dated January 20, 1075.

"Ja¥ Botomow,
Administrator of.
General Services.
[FR Doo. 1'8—23'1’4 Fued. 2—1—'15 846 am}

'FEDERAL REGISTER, VOL 43, NO 23-THURSDAY, FEBRUARY 2, 1078
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-RULES AND REGULATIONS . . :. ... . 16979

16820-24] .
Title A1—Public Cunlrﬂdl nnd
Property Manangemeant
CHAPTER 1—FEDERAL
PROCUREMENT REGULATIONS
LFPR Amdt, 187

PART 1-9—PATENTS, DATA, AND
COPYRIGHTS

Patents; Change of Effective Date

AGENCY: General’ Servlces Admln!e- .
tratlon. - -~ ~

. ACTION; Flnal rule Chans’e Ol' e!lec-
tlve aate.

SUMM:ARY The efrechive d.abe of the ’
Federal  Procurement Regwations’ -
(FPR) “Amendment 187’ 15 chenged-
from March 20, 1678, to.July 18, 1578,
FPR Amendment. 187 was issued Janu-
_ATY. 20, 1878, and was published in the
F'EDERAY. REGISTER (43 FR 4424, Febru-
‘ary 2, 1878). The change of the effec- . L
. :tive. date for the amendment 18 based - Lo N S P s
.on.a request of the Administrator, . . S A
Office of Federal Procurement Policy. - e CE
DATES: effective date of this deeu-
ment: April 11, 1978; Revised effective
g:uigf;?ar FER" Ameudmenb 187: July

FUR’I‘m'.‘.R HWF‘ORMATION T

CONTACI" e e
" Philip G. Read; Director of Federal =~ 7 - : - B
Procurement Regulations, 703-557- Dyl s i
BO4T. -

L (Bot 20%c), B3 Stat, 390; 40 U5.C. 486(ck). - e S . feon
i - Dabed_Aprll 11, (LR R o AR
5 IY SoLOMON, S B

© Administratorof
Gensral Services.

[FR Doc. 18-10830 Filed 4-20-18; 8:45 awm] -

FEDERAL REGISTER, VOI. 43, NO. 7A—FRIDAY, APRLL 21, 1978
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association of american
- medical colleges

June 22, 1978

Mr. Gerry Sturges

/o Senator Gaylord Nelson

Russell Senate Office Building
Washington, D.C. 20510 -

Dear Gerry:
It was a real pleasure to ses you aga:.n on Saturday evem.ng. I partic-
ulariy enjoyed talking with you about Institubional Patent Agreements.

As I told you sometime age, we received from NIH a sampling of university
patent licensing programs which we were asked to assess in térms of their
value to society. We had considerable difficulty arriving at a mechanism
for assessing "sccial value", nevertheless we thought the exercise might
have some merit. Accordingly, on Apr:.l 25 N 1978 + wWe, sent. .out the attached
list of patents to approximately 20 of cur constltutents who mJ.g'ht he
reascnably knowledgeable in the areas covdred.: Enclosed is'd copy of the
memerandum which was sent to these sc:LentlS of whom approx:.mately 15
responded. Most of the scientists were unfamiliar with many of the patents;
however, we were able to get some rating of -almest all of the patents on
our list. We used a four interval scale w:.th D be:.ng "no valu '“and 3,
*great value". -

The results have now been tabulated dnd may re J.nterestlnq to you. It
you would ke interested I can summarize this information in. some form that
might be useful to you or the Committee. In summary., however, it appears
that most of the patents which have been reduced to successful .application
are of "moderate” wvalue regardless of how much money has been invested in
their develcpment. . - - .

I am also enclosing a copy of our recent Supreme Court Amicus: Curiae brief
in the case of Chrysler vs. Brown., Joe Keyes thought;it might be of interest
to you because it deals with the confidentiality. issue and specifically with
axemption B (4) of the Freedom of Information Ack. Also, at John Sherman's
urging, I am enclosing a copy of a recent AAMC .staff positicn paper on the
preblems facing the peer review system at.NIH. You will.note that the
Privacy Act may have apparently added the "final overlead to the system™, in
that investigators are using the Privacy Act to cbtain confidential reviews
{("pink sheets") prior to complet:.on of action on their grant request.

Jehn, Joe and I would be pleased to talk with ycu further abuut th:.s or
related issues and will follow with interest the progress of your IPA hearings.

e

S T
' Thomas E. Morgan, M.D.

Pirector, Division of

Biomedical Research

Suite 200/ One Dupont Circle, N.W./ Washingten, D.C. 20036:’(202) 4668.5100

-
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. ass ciation of american
ical colleges

Aprilis; 1978 . .

MEMORANDUM

TO:! Members of the CAS Administrative Board and
’ CAS Public Affairs Representatives

FROM:  Thomas E. Morgan, M.D.

SUBJECT{ Evaluation of.Certain:Patented Inventions

The Department of Health, Education and Welfare is re-evaluating the
Department's present policy toward instituticnal patent agreements
»(IPAs). The AAMC, working with the National Assocfation of Land
Grant Colleges and the Association.of American Universities, is
- studying the problem. We hope to generate a pos;t}on Statement
'based .an facts '_' o o .

: _One of the' factors in our appra1sa] of IPAS w111 be an assessment

-of how much value resides in those patents which have been brought
to the marketplace. 'We would very much appreciate your taking a
few mements .to Took over the enclosed 1ist.of patent awards for
inventions arising out of biomedical research and noting, in the
space provided, your assessment of ‘the va1ue of any of those in-
vent1ons with wh1ch you are fam111ar

We suggest you use the terms. "great, moderate m1n1ma1 or hone" to
“describe their actual or potential value. - It is difficult to be
specific about how to rate the term "value":but inventions might be
judged on the basis of their economic, scientific and/or social or
health care value. These appraisals should be made without regard
. . to their ecoromic return or impact but rather-on their merit to,
‘actual or putent1a1;'1n patient care or scientific reszarch.

_If you have 1nsuff1c1ent know]edge of .any 1nvent1on Tisted please

. 50 note,. When you have completed. the appraisal er if you cannot
. complete the form 'For any reason p] ease fo1d stap'le and return to
o us. . T .

Suite 200/ 0ne Dupont_Cir_cle;?N.w.fWashi.h'gtob, D.C. 20036/(202) 466-510t




SRUPLING OF UNIVERSITY PATENT LICENSING PROSRANS

3

a

i

Mumbes

(4]

* GREAT, MoperaTE, Minmal, Noe

Bl ackshear et al

DeLuca

‘Beluca -

B. of Minnesata

U. of Wisconsin

U. of Wisconsin

-'[mp]antab‘ie Infusion Pump

FRRaE

" Metdl Beliows E‘.o._‘

(Constant Infusion of.Drugs -

- for Treatment'of Cancér,

Disbetes, Pain, Morphine-
addmtwn, etc }

25-| Hydruxychﬂ eca1c1fero'i
for treatment of Psteéd- ~
dystrophy With ‘;'Iver
dysfun:twn § .

1-Alpha -
Hydr:xycholﬂca‘.cifern]
for treatment of Osteo=
dystrophy with Kidney
Dysfunction

" Upgjohe |

“Rousél =l af

{Hnechst) e
and i

'.‘;.1'.&:: Pharma-’

ceuticals

have appHed for- equwalent

A spend about 510 mﬂ\icn.

. market.since 1971,

Milliens, - . 5
Undergoing clinical’ tri‘aI's'. : 2.0
$750,000. R

. of KDA in Franca.
Approxim‘tely 55 rm‘lhan

" About to app]y #ar an

DA -and sn BADA, THilL-

npp1ying fur new drug
applitations ia Denmark
and Great Britain, May
be marketed this year. .
Approx. $5,000,000,

15 -

L]

- A K Yalye* aF{mueJ
Inventor University, - Ynvention Licehsee Egruxmate Investment : LLELY —P-'L‘ti—o—- "
Halser Johns Hopkins U. . Yeto-Acid pralogs of Ammo Prdrmer of Mﬂhons -.l:hmcaI tr1a1s e 2,5" Y
- . . .'\mds for trediment, of Germany and Syntex in process. Expected;te ba r B
. . uremiz -of U, S.A marketed -in 6 mos . :
E . Europe. - . . g
Hiktor Wistar Institute  Rdbies Vac&in“e w'yeth ‘Laboratories On the merket - millfons " 2.0 1
. ¥amen et al * Gase Mestarn Res. Nethot“exate hssay” - Diamond Shamrock aemg test-rrarketed - 2.0 5
I . . during -Cancer: : Curp. Production scheduled for o
: Chemotherapy C . - ~late 1977: Millions,
Lillehei/Kaster U, of Minnesota Pivoting Disc Heart Valve | Meéiicﬂ: Iic . Seing sotd in varld-wide * 1) 4

9911




nventor.

Deluca et al

Fox .

- Heldelberger

_ Fischen

Hollard

Pressman

© Higley, ..

Talbet/Harrison ¢ '

z Unilvc{-sity

"U, of Wisconsin

_ dehns Hopkins U,

Tulane U.

V. of Wiami

SM‘!PLTNG OF UNIVERSITY PI\TENT LICENSING PROGRAMS

.Aggréﬂmate Investment
About to apply for NDA,

WY 'spend ahcut $10
_m11110n.

Invention L1ccnsee '

U. of Risconsin -1, 25-Dehydroxyergocaled=  Hoffman-taRache
forol - for Treatiicht' of - Ine,
Os teadystrophy with
- Kidney*and Liver Dysfunction-
and Senfle Ostecdystrophy

“:Silver Sulfadlazine: used

Columbia U, :
“iln Treahnent of Burns

.. Marion Labs,,
Kansas City, Mo,

How on market «
Approx. $5,000,000

" Birroughs Wel ool < Approx. $5,000,000
Co., Research NDA expected by end
Triang]e Park. NG, of 1977,

Use of F3TDR for Herpes
Infect1nns of the Eye

Rechar'geame Car‘diac

R . Pucesetter Systems 0n market since Feb,
_ Pacemaker -

Sylmar, California. 1975 - Appiox. $720 000 .

Method of Reducing Intra- - Cooper‘ Labs’ ) $2,000,000 - Deve]uprent
ocular Pressure in the Bedfurd Hills, N Y. 1ead'ing to DHA i3 in-
Human Eyas (G}au_oma o prncess and on schedu‘te
- Treatment} o

Application of X-537A in .
the Cardiovascular System
(for stimulation in cardig=
genic shock, congestive .. . -
heart failure, ete,)

= $500, 00 to 51,000,000
o Nod Silintcal eva]uations
' : _stﬂ] in progress

‘.Huffman-LaRuche.

Over §1,0005000. Market
M 1ntrndu:t'lon expected
“ifminently”

€. Ri-Bard Inc.,
- Murray HI1T, NG

“Hatl.Institute
of Scientific
Resedych

Jokns Hopkins ¥,

Palycarbonate bialysis
Membranes (kidney
“dialysis)

:__Ba'lhstucardiugr-aph

“:Royal Medical Corp. Approx, $330,000. Now
Apparatus

Huntsyille, Ala. * on market.

* GreaT, boerate, MinmaL, Hoe

Valuew

1.5
2.0
2.0

2.1
2.4

2.0

1.0 .

o on.l;\l.GVIS =

4

[

0o




.o
Inventor

‘Plotkin.

. $1MPLING OF UNIVERSITY PATENT- LICENSING PROGRANS

:"3";

Universitglﬂ

Wistar Ihstitute - =

SchaffnerfMechiinski Rutpers . .

Tueig

Lovelock

Fried

" Leinfnger/Grotta
et al: -

Syracuse U.

Yale ¥,

U, of Chicage

Battelle Helror']a'l. -

lnstitute

" Liquid Megium

Invention ’ Licencpe
Ruballa Vacetne ~ - "% 1) Wellcomg -
. * foundation
2) L*Institut

© o Merieux

- 3} $wiss Serum and

Yactine Institute and. othars

Approximate-[nvestnent
' Approx, millions < I

Now on market.

(Merck,“an [tatian firm, etc.)’

Derivatives of Polyene = E.R, Squibb of
Hacrolide Antibiotics ~  U. 5. A

and o0 i
" Dumex : of ‘Danmark

Apparatus “for Measuring - New Brunswzck

. and Contralling Cell Scientific Col,

Population Density in a Inc.. .. of New Jersy

Gas Analysis Hethod: ' Varian Associates,
and Devica for the

Qualitative and . - e
Quantitative Analysis -of
E1asses of Drgani: Vapors

Prustoghndms for possib}e ‘Richardson--

© Treatnent of Bronchial’ Herreil, New York,

Asthma, Duodenal Ulcers, -~ MY, @

.]nflamnatory-Cond1tiuns;-étc.

Preparation of Mon- C. R. Bard, Inc.,
... thrombogenic Surfaces . Billerica, Mass.s
0 and: MateriaIs o= 7 Shervood Medical

Hitiions - Clinical trms
prcgress’lng favorably o

“MilYions < O “the market'-L i
. sinee 1973

“On the market
Palo Alto, Calif.

Several milliens - In

process of development
and testing for- marketlng

here and abroad ’

$107,754 —'SoméfﬁFiductsf

being marketed znd
others being tssted.

Industries, St. Loufs
Mo.; and American
Hospital Supply Corp.,

Irvine, California:

" GrRenT, Thoerate, NN, Hone

Yalue*

3.0

2.0

I.S' .

2.2

24

I‘B

<O pinging
£
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[nventor

terrifield,

Smith/Kozoman. -

weng .
Sweet et al -

© Boyd/Hacovskl

Saxena :i° -1

© Calnek/Hitchner

Carlson

Leake/Rappoport

. Hospital

University

Invention
Rockefeller b, Nppagatus for the "
. - Mutomated - -Synthes{s- of
. Peptides
Duke U.- coeites Apparatus Snd Hethed

for Rapid Harvesting of
“Roller Culture Supernatant
. Fluid

Stanford U, Laser ?hotogoég'ulaitor

Stanford Uie . Coil Sapter

stanford U. " Computerized Axial

Toniogiraphy

lturne'ﬂ u. Methed Tor Testing
. o for Pregnancy
Cornell. U. tell-free virus.
: T Preparation
Towa State & '-Respiratury Augmentur A

with Electranic Monitor

and Contral :
Harbor General Bone Induction in an
Alloplastic Tray

 SAHPLING OF URIVERSITY PATENT LICENSING PROGRANS:

Approximate Investment  Yalue*

Licensee

. Beckman Instru= . Being marketed since 2.0
ments;: Fullerton, 1973, - *
California ~

Bellco Glass, Inc. -525,000 - Being marketed l.‘\-
Vineland, Hew _since June 8, 1576 -

Jersey *
Coherent Radiation, Approximately s500,000 2.3
Fala Alte, Cal. Stapdard toel of

ephthelmologists

Becton-0lekinson,

Approx.: $200,000, Importan\’ -
Rutherford, New . '

research tool

Jersey o . ]
SALT Agorox. $300,000. Hi1l 2.1
Cupermno cal, be marketed sodn, -
Carter-Hallace: Epprox. 172 rni'lhon ; ﬂ.b
U - On omarket e oo
Me(‘“‘!‘..;‘: ] e : _-'..: - 2'2
B:cuf'ns.' Inc, On market since 1566; . i

sales now in millions -

Am. Hospital
Supply

Data not available- -

* Great, Mapeate, Minskal, Hong

;Bp\mms-

5
1

8
4
1
6
4

6

6011
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of Georgia

. of Washington

-of+I11inois

of «I13inois

of Wichigan

-.of Washington

of Washington

of Washington: S

~ Inventien’

Protein Assay Reagent
and Method: -+

‘Catheter Insertfon
- Trodar

: Flvorescent Derivatives
of Cytosing-Centaining
Compaunds

Fluorescent .Derivatives

ot Aden1ne—Conta1ning
Campounds

Part1a1 ﬁenture Al1uy

Cnherent B1ologica1

+ Cell Amalyzer

.and -

" Photon- Count]ng Integrat1ng

. ‘Nephelometer

Artery=Vein“Shunt
*+ Applique’ .

ating Nephe?umeter

Licensee State of Development

Bin-Rad Lahs Inc; On the market since

Quantimetrix’ Corp, April 1977,
“Sviedeni Freezer on mérkeg,‘__‘
1fg. Co: ' P
Cobe Labs:

Phys1o Contr01 Corp,

FL Bluchem1cals On markat

an market

6umpany : MirKeting deve}opment

in praogress.

Batte11e Deve1up- On market
ment.. - L T e

Battelle Develop- Being marketed:
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Inventor
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énad]ay
Slackshear
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Butler

Rosenberg

s Coller
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SAMPLING OF UNIVERSITY PATENT LICENSING PROGRAMS

University

Yale Un{véisity

Temple Uﬁivqnsity

Curne]l.ﬂnjversity
Uniy. of M%nhésuta
Univ. of Minnesota
Univ. of Hinnesota
Univ, ofSﬁiﬁneguta
Univ, of Minnesota
Univ, of M%nne&ata

Purdue ﬁesearph Fdn.

Michigan State Univ,

Institute for Cancer

Research':"

Invention

Method and Apparatus for
$tinulaticn of Body Tissue

Novel Ccﬁpcsiticns for
Radictracer Localization
of Deep Vein Thrombi
Codling Mﬁth Pheromone

Particlé

Method for SﬁppreSSing
Ventricular Fibriliation

Aerosol Sampler

oo
Apparatus 'to, Stimulate
the Bladder

1mp1antdﬁ1etinfusion Pump

Pivating Disc Heart Valve

Hydrophotilc Honcovalent
Binding-of Proteins to
Suppurt;ﬂateria1s

Flatinum {fmnpounds as
Anti-Turmor Agents

Process of Viral Diagnosis

and Reagent {Radipimmuno-

assay}

Licensee tate of Development

Avery Labs, Inc.  On the market since 197

Rang'ﬁesearch &
Development Corp.

[jcensed in 1877.

Zoecon Corp. On market since 1972,
Hame riot available On market since 1359

Burroughs
Wellcome . g
Not available 0 market since 1969

Two Ticenses, 0n market since 1972°
names not available i

Hetal Bellows

=Ahuut to be marketed -
Company T h

Namé:not avatlable On market world-wide
. since 3971

Regis Chemical

-

On market since April

Possibiy Adria,
Bristol or
Miles Labs.

Abbet. Labs,

ﬁBuut to be marketeﬁ:

:0n_market in late 1977

Licensed in 1977 {Canada)

* GreaT, f’DDEﬁ;TE, Mnima, Nom

Yalue*
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e 5
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The oplmon of the court of appeals is reprlnted as
.Appendix A to the Petition for:a ‘Writ of Certiorari.

The opinion of the district court is reported at 412
F. Supp. 171.

JURISDICTION

The jurisdiction of this Court rests on 28 U.S.C.
§1254 (1).

CONSENT TO FILE®

This Amicus Curiae brief is being filed with the con-
sent of all the parties to the proceeding.

* Letters of consent of all parties to the case have been filed with
the Clerk of the Court.




- INTEREST. OF -AMICUS -

“The Assomatmn of American Medical Colleges is a
voluntary, mnonprofit, non-governmental corporation
established under the laws of the State of Tllinois, hav-
ing ‘its prlnclpal place of busmess in the District of
Columbia. Its corporate purpose is the’ advancement
of medical education. Tts 1nst1tut10nal membershlp in-
cludes all one hundred twenty one aceredited and op-
eratlng nonproﬁt medical schools and medical colleges
in" the United States., Its’ membershlp also includes
over 400 ‘teaching hospitals ‘in which undergraduate
and graduate medical education is condueted ‘and 63_
academic and professwnal societies, the members’ of
which are actively engaged in medlcal education and
the conduct of biomiedical résearch.:

. The members of the Association of’ Ameriecan Medi-
cal-Colleges (AAMC) conduct a substantial proportion
of the mnation’s’ Federally supported biomedical re-
search. Health related research and development is in
large measure supported by the Federal Governments;
it provided nearly $2.8 billion for this purpose in =1975E_
out of .a total national investment of more than $4.6:
billion. Of this, $1.74 billion was expended:in institu~
tions of higher education. The National Institutes of
Health, chief sponsor of medical research-and develop-:
ment awarded $1.07 billion in Federal research grants
and contracts to, institutions of higher education of
Whmh $808 million” was awarded to . medleal school
members of the, Assoc1at10n of Amerlcan Medical.Col-:
leges and an additional $24.5 million to member hos—
pitals.*

1 Figures taken from Tables 2 and 21, ‘Basic Data Re1a.tﬁ1g to
the National Institutes: of Health, DHEW Publmatlon No (NIH)'
77-1261, 1977.

2
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 Thus the institutions represented by amicus have a
major role in the nation’s system for conducting Fed-
erally sponsored research. Its interest in.this case stems
from the impact of -the operatlon of the Fleedom of
Information Act - (FOIA) and the Federal Adv1sory
Committee. Act - (FA(}A)3 on that system Amwus be-
lieves that a measure of eonﬁdentlahty is a-necessary,
feature of governmental TEeview, evaluatlon and han-
dling of research grant apphcatlons Protection from
premature disclosure of an investigator’s ideas is neces-
sary to assure. that the full fruits of government funded
research are _a_,vallable to the. pubhc and are essential
to the preservatlon of nnportant 1ntellectual property
r1ghts : : S ‘s

QUESTIONS PRESENTED

The questions before the:Court:include- Whether Ex-
emptlon 4 of the FOIA is permissive or mandatory;
whether agency regulations promulgated pursuant to
5 U.8.C..§ 301 constitute ‘“authorization by law’’ with-.
in the meaning of 18 U:8.C; § 1905 for .disclosure of
private;, confidential business information; whéther a
submitter of information is limited: to-judicial review
~of the ageney record as his only récourse in'the event
of an agency determination adverse to interests he as-"
serts.are proteeted by Exemptlon 4 and/or 18 U S C.:
§ 1905. ; :

Reformu]ated in terms reﬂectmg the perspeetlve of"
amicus, the fundamental ‘question is: May the Federal'
government ‘a8 possessor of valuable 1nformatlon as a

281 Stat. 54,5 US.C. § 552 (P.L. 90-23, 90th Congress, st Ses
sion (1967), as amended) '

S86 Stat 770 (PL 92-463 92nd Congress an Sessmn (1972),'
as amended). Uy T




consequence of its-offer to:support.research projects
it deems to be in 'the :public interest, at its diseretion,
effect a diminution of the value of the ideas‘to sub-
mitting investigators, foreclose the transformation of
the ideas into commer01a11y valuable intellectual prop-
erty, and deprive the public of potentlal beneﬁts from
Federally funded research®- 2

- Amicusrecognizes.that the specific items'of informa-
tion giving rise to this case are coniceded by the parties
to ‘fall within the scope and coverage of Exemption 4.
Accordingly,. it' recognizes that arguments as to the
merits of ‘including information contained in EROC
reports, affirmative action plans and:the like within the
seope of Exemption 4 are not: pertinent: to this case.
Amicus will, however, direct some discussion fo.issues
related to the scope of Exemption 4 inorder to illus
trate to the Court theinjury to the publiciinterest that
will result from any:determination that the exemptlon
is diseretionary rathér than mandatory : :

SUMMARY OF THE ARGUMENT

Creative ideas ave valuable to a research 1nvest1gator
as his stock-in-trade and to society as a means of facili-
tating solutions to unportant national problems. To'the
extent: that it may result in product:innovations, an
investigator’s work: is-both of commercial significance
and of public benefit in making available useful ma-
terials, such as, for.example, life saving drugs or medi-
cal devices. Preservation of these values, however, re-
qulres ‘that the 111vest1gat0r s ideag’ and works not be
given premature publie’ d1sclosure ’

" The FOIA and the’ FACA affect the tlmmg of dls-
closure and shouId be . mterpreted ina fashlon to. pro-'
teet both the investigator’s and the public: mterest Such
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an interpretation’ is  consistent -with sound public
pohcy, with’ Oongressmnal intent,. and with Const1tu—
tlonal dlrectwes. o

A:RGUMENT :
I An Inveshgator 8 Ideas and’ Creahve Work Ara Valuablo El :

A TO THE INVES’I‘IGATOR BECAUSE:

- The -advancement, remunération, professmnal recog-
m’clon, and personal satisfaction of a scientist depend
upon the sounidness of his ideas and the skill with which
the scientist applies them to a research problem. The
problems selected by applicants in seeking Federal re-
search support and the results of the research (in terms
of contribution to.science, recognition of the effort as
an original product; being the first to publish the re-
~ search findings, and the like): are -thus of substantial
“proprietary’’ interest to him and are traditionally
treated in this regard by the scientific community and
by the Federal granting authorities,* regardless of the
locus of research ‘

B.. To SOCIETY AT LARGE FOR THEIR. CONTRIBU’I‘ION TO THE
- RESOLUTION . OF PBOBLEMS OF PUBLIC SIGNIFICANCE
. BECAUSE:

1 They: 1llum1nate our understandmg of human
problems.. Federal agencies support academic research

"#0One member ‘of an NIH initial review group” (Dr. Walter
Bekhart -of -the Salk Institute) :characterized the importance of an
: appheatlon to.an applicant as follows: the 4 1;0 5 hours a primary
reviewer may spend studying an appllcatlon ‘is done not so much
because of a sense of responsibility or what the other members may
think of your. ‘presentation, but because one knows-that for.the
applicant it’s a matter of life or ‘death’’, Quoted in Wade, “Peer
Review System How to I-Iand Ont Money F‘au‘ly” 179 ;S’cwnce
(No. 4069)-158;159 (1973)." ‘ it
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because of public recognition of the: contributions such
research may make to the solution of human problems.

For example, the Department of Health, Educatlon,
and Welfare is authorized to ‘“‘encourage, cooperate
with, and render assistance to other appropriate pub-
lie authorltles scientific institutions, and scientists in-
the conduct of and [to] promote the coordination of
research, mvestlgatlons, experlments demonstrations,
and studies relating to the causes, diagnosis, treatment,

control and prevention of physical and mental diseases
and impairments of man . ..”” 42 U.8,C. § 241. Speci-
fically, the Department of Health, Education, and Wel-
fare is authorized to make ‘‘grants-in-aid to universi-
ties, hospitals, laboratories, and other public or. private
institutions, and to individuals for such research proj-
ects ’? 42 US C. §241 (c) ' -

The recogmzed preemmence of the Umted States in
the field of biomedical research, the scientific capabili-
ties'of modern medicine, the advances madein alleviat-
ing or- ameliorating previously devastating: disease .
problems testlfy to the success of this approach: The
continual increase in appropriations for the programs
of the National Institutes of Health? test1fy to the
Congressmnal and public support of thlS as an appro—
priate public pohcy ' '

2. They are a source of 1nn0vat10ns resultlng in use-
iul products : : »

““Trom 1969 through the fall of 1974 estimates of
-~ 'the Departiment show that the intellectual property
~oirights to 329 innovations either generated, en-

s NIH appropriations have inereased from $34.8 million in 1950
to over $2.5 billfon.in 1977, Basic Data Relating to the National
Institutes of Health, DHEW Puhhcatlon No (NIH) 77-1261, 1977,
Table 12 _
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-~ haneed, or corroborated in the performanece of De-
- partment [of Health KEducation and Welfare]—
..~ tunded research were under control of. unzvermty
- .patent management offices .. .’ ¢ | ¢ S

These " innovations mcluded drugs and thcrapeutlc
agents which promlse great benefit in improving health
and unprovmg the quahty of llfe of mankmd '

II An’ Investigaiora Ideas;: Properly Developad Oiien Are
Transformad Inlo Com.mermally Valuable Property.

It is clear from the precedlng quotatlon that an’in-
Vestlgator s ideas and research efforts often result in
patentable innovations. It should also be apparent that
when this work' has matured from a concept to a pat-
ented innovation it is transformed 1nt0 1dent1ﬁable “i
tellectual property’’ and its owner acquires substantlal
protection under U.S. patent and property.laws. Fur-
thermore, an idea or innovation'may be commercially
valuable, even:absent the protections-of a patent, if it
is managed ‘in‘a:manner suitable to aequlrlng and pre—
serv1ng the character of-a trade secret.: :

Patented 1nnovat10ns are of httle direct concern in
this case because of their protectmn in law ot dlrect
and substantial concern to amicus, however, are those
inchoate forms of intellectual property represented by
an’innovation which may be patentable; but is not yet
at a stage where it can be patented, and those insights
which may form the basis for a commercially valuable
trade secret. The possibility of ,obtaining a patent is
jeopardized and, in some cases foreclosed, by uncondi-

% Report of ‘the President’s: Biomedical Research : Panel—Disclo-
sure of Research Informatmn at 15 DHEW Pubhcat:on No. (OS)‘
76-513,: June 30, 1976.
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tioned disclosure prior to the filing of the patent appli-.
cation. A trade: secret loses its value. upon d1selosure fo.
the pubhc o gt B

Patent laws of both the United States and forelgn
countrles are drafted against the interést of those par-.
ties maklng or permlttmg pubhcatlon ‘of their innova-
thIl prior to the filing of a patent apphcatlon In the
Umted States, publication of an unpatented invéntion
1n1tlates a one-year statutory period for filing a patent
apphcatlon on the innovition or valid patent’ protec-
tion is precluded In most forelgn ‘countries valid’ pro-'
tection’ is. precluded if a patent appllcatlon had not
been filed ‘prior to the date on Whlch the mformatlon
was first disclosed. ' e

Wlthln the patent laws, publication has been broadly
' deﬁned as any uncond@twnal disclosure by its owner of
mformatlon on an 1nn0vat10n of interest. For example;
even a thesis available on the shelves of ‘a university
11brary but not neeessarﬂy reviewed by any researcher
has been deemed in the context of the patent laws, to
be a pubhcatmn of the mnovatmn d1sclosed therem

III ‘Exemplion 4 of the FOIA 18- of - Crucial: Slgmhcance in: ihe- _
- Protection of an’'Investigator's Ideas. re SRR

A_ PREMATURE DISGLOSURE DIMINISHES AN IN‘VESTIGA—
TOR 'S STOGK IN-TRADE - S

Tradltlonally, Federal grantlng agenmes have rec—:
ogmzed and protected a scientist’s proprietary inter-

7 Hamilton Laboratories v. Massengill, 111 F. 2d 584, 45 U.8.P.Q.
594 (6th Cir. 1940) ; Indiana General Corp. v. Loekheed Aireraft
Corp., 249 F. “Supp. ‘809, 148 USPQ 312 (8.D. Cal. 1966) ; Gul-
liksen V. Halberg, 75 USPQ '252°(Bd. App:’ 1937) i Em parte
Hershberger, 96 U.8.P.Q. 54 (Bd. App:1952). =

8
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est in. his ‘work.’ Applications submitted: for-funding
and the research protocols they contained have ‘been
withheld from disclosure under the authority of Ex-.
emption 4. It was clearly recognized that making the
prelnnmary research, research designs and protocols
public at the time of apphcatlon would violate the pro-
prletary rights of applicants and greatly enhance the
danger that the apphcant’s 1deas (his stock—m-trade)f
will be approprlated by others. Another researcher
mlght modify the or1g1na1 proposal ‘be awarded the
‘grant. and be.the ﬁrst to pubhsh ﬁndmgs thereby not
only causing loss of the research opportumty and grant
to the initial apphcant but also eredltmg the subse-
quent applicant with the idea. :

These concerns of the research sclentlst are very real
and hlghly unportant and preoecupy ‘them constantly
The essence of this concern was expressed by Dr. James
'Dewey Watson Nobel laureate and Professor of
Molecular Blology, Harvard Unwersuty, when he ¢an-
didly said that. “We [selentlsts] all know too well that
the types of Jjobs we eventually get are very much de-
pendent upon how much we produce. There is little
enthusiasm -for those-who always.come :in.second.”’
Professor Watson, in-observing that‘suecess.in-gen-
erating new ideas usually being more than the simple
combination of native 1nte111gence and a good. measure
of luck”, pointed out that *“(a)Il too often science re-
sembles playmg poker for very hlgh stakes, Where re-

o E\'.’Va.tson “The Sha.rmg of Unpubllshed Informatlon ” second'

"Frank Nelson Doubleday Lecture for 1973-74,-at the National Mu-
gseum of History and Technology, January 29, 1974 prepared re-
- marks at 4.




veéaling. one’s hands prematurely makes sense only
When you have all the low cards.””® : e

' This pohcy of governmental protectlon ‘of a scien-
tist’s ideas was challenged by the’ Washmgton Re-
search Pro;;ect Ine. when denied access to research
protocols funded by the National Institutes of’ Menta]
Health.* The court concluded, in denymg the use of
the “trade secretb” exemptlon that

o “It is clear enough that a noncommere1al sclen-
‘ tlst’s research design isnot literally a trade secret
or item of commercial information, for it defies
common sense to pretend that the sclent1st is en-
" gaged in trade or commerce. This is' not'to say
“that the scientist may not have a preference for
-or. an intérest in mondisclosure -of this. research
.. design, only that it is not of trade or commerelal :

,11

L interest., .7 o

Whﬂe the court allowed ina footnote that it mlght
have reached a different result-had there been a demon-
stration of the commere¢ial character of:the: research
projects at issue, amicus contends that this overly nar-
row reading.of Exemption 4 focuses unduly on-the
nature and organizational locus of the submitter rath-

& Id. at 3.

1 Washmgton Research Pro;;ect Ine V. Wemberger, 504 P.2d
238 (D C. Cir. 1974), eert, demed 421US 963 (1975).

M 504 F.2d at-241, The Court in: re,]ectlng the “stock-m-trade"
contention, did not take cogmzance of the very extensive activities
of many: colleges and universities in licensing their inventions for
commercial development ‘For example, the - [Umverslty] of Wis-
consin Alumni Research. Foundation: has, over a 51 year period,
11censed inventions resulting in nearly $2 billion in sales and the
return of substantial royalties utilized for university research.
Hearings on the Business Record’ Exemption of the Freedom of
Information Act before a Subcommitiee of the House Committee
on Government Operations, 95th Cong., 1st Sess. (1977), at 321.

10



1186

er than thecharacter "of the’ information. and :the
interests at stake. Certainly an argument can:be made
that protection, under law, of the intellectual property

of mvest1gators ‘employed at’ un1vers1t1es and other
nonp;oﬁt mstltutlons ought to be equal to that pro-
eon51dered to cover the 1nformat10n protectable under
18 U.S.C. §1905, it. seems clear that_universities
“and nonprofit orgamzatmns Would as a minimum oc-
eupy a position equal to" ‘commereid]l concerns under

FOTA and FACA, since the proteetlon ant1c1pated by

18 U.8.0. $ 1905 clearly extends to. non—commermal
orgammtwns as-well .as to commerclal enterprises.
Further, such an approach would assure more prediet-
able protection because 18-T.8.C€. §1905 contains a

definitive identification of proprietary information and

because Government officials would carefully adhere‘

to. this deﬁmtlon due to the penalties preseribed.

In the view of Representatwe John ¥.: Moss, known
as the “Father of FOIA,” it.was the Congressional
intent that there be:a‘close-identification of 18 U.S.C.
§.1905 and Exemption 4. In a’summary of :a November
10, 1975, meetmg on-FOILA with- Representatlve Barry
Goldwater, Jr.,:

. ““Mr. Moss indicated that, as an original author of
the Freedom of Informatlon Aect, it was his intent
and understanding that exemptlon (b) (4) would

" rauthorize the: withholding ‘from disclosure under

- “that‘Aet of all “confidential information’ protected
by 18 U.8.C. 1905 in the criminal code. He further
" indicated that 18 U.S.C. 1905 was not intended as
" ‘the authority to withhold such information under
the Freedom of Information Act, but rather it

" was to be the test for what information 1 was author-
L 1zed to be. Wlthheld under the authorlty in exemp-

11
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o tion (b)(4).:He expressed disappointment:that
. recent court holdings have not correctly interpreted
this connection and often have held to the. con-
trary that 18 U.8.C. 1905 information is not neces-

. sarily protected under (b) (4), based on the adop-
tion by the courts of various Other tests for exemp-=

- tion:(b).(4) coverage.’’® e e

B PREMATURE DIS(‘LOC‘.URE DESTROYS TI-IE TRADE SE—
CRET VALUE AND POTENTIAL PATENTABILITY OF
INNOVATIONS

NotW1thstandmg the demsmn in Washmgton Re-
search Project, and assuming arguendo that-it cor-
rectly states the law with respect to funded applica~
tions where no specific showing of a commercial in-
terest is made, there remains-a basic. and difficult
problem regarding the treatment.of inchoate intellee-
tual property resulting from judieial interpretations
of Exemption 4-and the administrative difficulties of
agency compliance, : .

.To the extent that FOIA requlres dlsclosure prlor
to the’ funding -of " research. projects, it-is unrealistic
to expect that investigators. or their institutions would
be ableito protect their. intellectual property rights
by-filihg-a patent.application at this early.stage of
investigation. The:clinical or other corroborating data
necessary to support a patent claim would obviously
be lacking. The filing of. a patent application without
such ‘data, if possible at all, would be based on the
uneconomie, speculative baszs of possible future find-
ings. The unfunded 1nvest1gat0r with a research. pro-
pOsal before the Government would be foreclosed from

3191 Oong. Rec. H 12379 (Dee. 11, 1975). The fill Summary
of the Nov. 10, 1975, meeting is ‘attached s Appendlx A '
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the protection of his innovative ideas asitrade secrets
under the eommon law to the extent that dlselosure
is reqmred under FOIA b :

FOIA would appear to requlre that unfunded re-
séarch proposals ‘be reviewed on an individual case
basis as to whether they are exempt from disclosure
under Exemption 4. However, it is difficult (if not
impossible) to determine at the design phase of an
experiment whether and to what extent it is exempt
from disclosure under this authority. As to those por-
tions that might be deemed exempt under Exemption
4, at that stage it is even more difficult to segregate
data of potential eommercial significance from those
that do not have this wvalue. Infact, the experiment
itself, i¢f funded, is conducted to answer these ques-
tions. This:administrative quagmire ‘démonstrates the
practical difficulty ‘of providing adequate protection
for unfunded research proposals under the FOIA.

This difficulty is compounded by court interpreta-
tions of Exemption: 4. The decision' from the leading
case on this-exemption(National Parks and Conser-
vation Association v. Morton; 498 F. 24 765 (D.C. Cir.
1974)) states that the exemption applies if it can be
shown that disclosure was likely either; first, to impair
the Government’s ability to obtain necessary infor-

13 Tn- other -ciréumstances, an application : for governmental as:
sistanee does not constitute a waiver of an innovator’s elaim to pro-
tection from disclosure of a trade .secret. See, e.g., Kewanee Oil

- Co. v. Bicron Corp., 416 U.8, 470 (1970) (the enactment of the

U.S. patent laws do not deprive States of their ability to protect
trade secrets); Sears v. Gottschalk, 357 F. Supp. 1327 (E.D. Va.
1973), aff’d. 502 F. 2d. 122 (4th Cir. 1974) (patent applications
denied patent protection are nevertheless protected from dxsclo
gure under the FOIA by Exemptmn 4 as trade secrets)

- 13




mation, or-second, te cause substantial harm to a ¢om:-
petitive position of a person providing the information.
The standard was further restricted in-Petkas v. Staats
(501 K, 2d 887 .(1974)) where :the court refused to
accept a-Government assurance of nondisclosure con-
tained in a regulation requiring information. A  cor-
poration’s reliance on this assurance, and. the filing of
the information conditioned on -confidentiality, were
not considered determinative and the court remanded
the case for.disposition in accordance with the test of
the National Parks case noted above. Consequently,
a pledge of confidentiality by the G‘rovernment 1n and
of 1tse1f may not prevent dlsclosure '

Further Title 18 U. S.C.: §1905 appears to be glven
llttle effect in Freedom of Information Act suits.. This
statute,  when appllcable, imposes criminal penaltles
on Government -officials who disclose proprietary in-
formation: in the possession of.-the Government:. It is
a deterrent to unauthorized disclesure, although it
takes effect -only after the disclosure and the damage
has been suffered by the owner. Title 18 U.S.C. § 1905
contains a general exemption, “unless'otherwise‘pro—
vided. by law’’, and has not been given effect by some .
courts -in Freedom' of Informatlon Act suits. These
courts, have 1nterpreted the quoted passage as permlt-
tmg disclosure under the Freedom of Information Act,
or as the court below, under ageney. d1sclosure regula-
tions. The penalties spemﬁed in Section 1905, there-
fore, have not been apphed to an official Who disclosed
proprietary 1nformat10n in response to a Freedom of
Informatlon request -

~ Since ‘the Government controls the preponderance
of the financial resources now supporting research at
umversmes and non-profit orgamzatlons, especmlly

214
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in-the. area of biomedical research, it is elear in prac-
tice that a university or nonprofit organization investi-
gator: seeking Federal support: to: verify his-innova-
tive ideas will not. be:able to protect his inchoate or
identified intellectual property under-the first test of
National “Parks (impairment of government’s ability
to obtain material). 1f susceptability to disclosure is.a-
condition of seeking Federal funding, investigators will
not be‘in a position to refuse:to submit their research
proposals:for funding because of the ﬁnanclal leverage
possessed by the Govel nment IR R

difficulty, meet the" seeond or “substantlal harm to a
competitive position?” tést; of the National Parks.cdse,
Universities -and nonprofit. organizations' wishing . to
control access to their unfunded research proposals
appear to have an even greater burden in meeting this
test n llght of Washmgton Resewrch Progect Inc RS

C TH}u WITHHOLDING OF A REstCH PBOPOSAL IS IN—
. ADEQUATELY "PROVIDED .FOR UNDER . IPRESENT - CASES
:CovERING THE FoURTH:ExEMPTION oF FOTA.

‘T order to deny mformatlon ‘the’ Federal adm1
‘trator handhng the” request must apply the N ational
Parks test to the sltuatlon and prov1de to the Depart-
ment Puablic Infmmatmn Officer a writtén Primi fo:cw
case’ for demal (The case would need to melude arg’u-
ments o1 how a nonproﬁt orgamzatlon ‘could "have’ a
fcompentlve pos1t10n in order to overcome the Tiegation
of such possibility by -the National Parks and’ Wash-
mglton RBesearch Project, Inc., cases) Before a ‘prima
facie case could:-be made-to deny a disclosure request
1nvolv1ng an: 1dea, 1nvent10n, or dlscovery, a: pI‘lOI‘ art

usupra note 10 o e
“15
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review would néed .to- be conducted:-indicating that
siich an“idea, invention; ot diseovery is in fact:novel
in:comparison to the “prior art”. If novelty:eannot
be shown, it ‘seems:clear-that the Government could
not prevail ina-suit to ‘show that there will be *“sub-
stanitial harm to the owmner's ‘competitive position.’’
It is worthasking whetheria Federal: administrator;
even with: the aid ‘of the investigator: whose. idea :is
involved, can show, especially-prior to the funding of a
research: proposal that such proposal is novel: com=
pared to thewprior art, The primary purpose of con-
ducting the’ research is. to demonstrate that the 1dea is
mdeed novel: / w T L T SR

Even 1f the Federal admmlstrator 1s able to make a
pmma facze case estabhshmg that the research pro-
posal falls within the fourth exemptlon, there is 1o
guarantee that the Department Public Informatlon*
Ofﬁ__cer would accede to.the recommended denial in

light of the May 5, 1971, instructions from the Attorney
General to the Agencles of the Executlve Branch that

“The government shou]d not w1thhold documents
unless-it is. 1n1portant to the: public interest to do
so, even if there’is some arguablelegal:basis for
_the withholding. In order to implement this view,

~ ~the Justice Department will défend “Freedotn of
<+ Information -Act suits only" ‘when disclosure -is
. demonstrably harmful, even if the doecuments tech-
-mcally fall w1th1n the, exemptlons in: the Act ni.

identlﬁable rights_ prlor to Government fundmg be-
comes more apparent when 1t 1s reahzed that only

15, Letter to- Heads of all Federal Departments and Agencms re:
“Freedom of Information Act’’ dated May 5, 1977, from Grlfﬁn
B. Bell, Attorney General, copy “attached as Appendlx B !
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approximately one-third .of these proposals-are infact
ultimately funded: Thus, if disclosure of these pro-
-posals.on receipt by the; Government becomes the rule
rather than an exception;.the: intellectual property in
the. fwo-thirds of unfunded proposals will be forever
destroyed without: an offsetting benefit to the submit-
ting investigator or the public. Amicus. believes ade:
quate  safeguards; for the protection of: intellectual
property rights of .investigators with:research pro-
posals before the Federal Government is.a matter of
basic equity and sound policy. Protection of intellectual
property is-a right recognized by the Congress and the
courts in implementing Article I, Section 8, Paragraph
8 of the Constitution and the common law protection
afforded those who. wish to maintain their innovative
ideas as secrets. Moreover, the remarkably produetwe
partnershlp between the Federal Government and the
non-Federal research commumty i ba sed in part on the
principle of protectlon of the ideas of such investi-
gators and is widely consuiered to be 1n ‘the best m—
_terests of the Amerlean people '

W. Ham to :he Pubhc Inierest Results irom Curren.t Un
' predictab:hty of Prolectxon from Dlscloaura :

Amwus belleves 1t is possﬂ)le to estmoate, in a. gen—
eral sense,.the potentlal harm that results if protection
of . 1nd1v1dual ‘intellectual property - by .(Government
" agencies remains-in its:present.state of unpredicta-
bility. Amicus has long been concerned with the prob-
lems of transfer’ of research progress, technology, and
1nformatlon from the “1aboratory bench to the public.”’

A number of studies have y1e1ded evidence of a clear
link between the need to protect intellectual property
rights and the suocessful transfer of researeh innova-

1%
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tions:to the delivery of health care. In a 1968 report,
““Problem Areas Affecting Usefulness of Results of
G‘rovernment—Sponsored Research in ‘Medicinal Chem-
istry,”’ ** the General Aecountmg Ofﬁce pomted out
that from 1962 to. 1968 there ‘was a,virtual. 1ndustry-
wide boyeott. on the. explmtatlon of drug research leads
generated by réesearch sponsored, by the National In-
stitutes of Health, This report forcefully: concludes
that Where substantlal prwate risk investment is need-
ed, such as that requlred for premarket clearance of
potentlal therapeutlc agents and now, of some. classes
of medical devices, there is an identified likelihood that
transfer will not.oceur if- the- entrepreneur is not af-
forded:.some ‘property- protectmn 111 the 1nnovat10n
offered for development. S RS D

Since 1968 ‘there have been specifie. efforts.through-
the’ patent program of the.Department of Health,
Eduecation, and ‘Welfare to- close:the.recognized gap
between the discoveries made under research. support
and the willingness.of private industrial developers to
invest the funds necessary.to deliver the innovations
to the market place. The main thrust of the Depart-
ment’s patent policy has been to assure that the inno-
vating group has the rlght to convey Whatever in-
tellectual property rlghts are recessary for possuble
licensing of industrial developers Not all transfers of
potentlally marketable innovations from such orgam-
zations requ1re an, exehange of 1nte11eetual property
11ghts in" the innovation, but . 1t is unpredlctable in
whlch transfers entrepreneurs W111 demand an ex-

118G AO Report No-B-164031 (2), 1968. . .
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-4 During the period from 1969-1974,744 nonexclu-
Lo -sive and T8:exclusive licenses-had been negotiated:
...~ under the -patent applications filed through these.
umverszty patent- -management offices, - According
" to the figures furnished by the Department; the
122’ licenses negotiatedhave generated investments
“¥ofaround $100 million ‘of private risk eapital, in
complete contrast to-the period 1962 to 1968, dur-.
o siing-which there was almostmo: rdindustry. 1nterest-
*..,in research leads of Department funded.research..
. In the perlod 1969 to 1974, two licenses resulted

“in the marketing of two drugs, whlle a number of_

' in various ‘stages ‘of pre-market clearance ‘This

1% reeordvis  even 1more.impressive.in view of the

- fairly lengthy period. requlred to. obtam approval
to market a new drug.”™ ... ... .

SRS R

i In the ghove context, it is apparent'?ﬁthat the:exist-
enceof a licensable patent right may-be'a primary: fac-
tor:in-the successful transfer-of “a: iniversity . innova-
tion to industry ‘and ‘the marketplace;: Amicus is con-
cerned that the failure to:protect and-definé’such: rights
may’ fatally aﬁect the transfer of maJor health 1nno-
vatlons i e ppeedd ot o ST TP

For thll__.

reason amwus i serlously concerned
about ‘the unpredlctab1l1ty of Government protectlon
for 1ntellectua1 property rlghts because of the uncon-
trolled and uncondltloned disclosure. of research infor-
mation under current court 1nterpretat10n of FOIA.
This’ state of affairs is hkely to stifle 1ndustry mterest
in developlng potentlally 1mportant research innova-
tions. ‘Without 1ndustry 1nvolvement the transfer of
research findings to clinical practice will be’ unpeded

17 Report of the President’s Biomedical Research Panel supra
note 6 at 15.
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In the judgment of amicus, there are strong reasons
to conclude that the interface .between research and
health, care- dehvery, an. area of v1ta1 natlonal interest,
is llkely to be 1mpa1red unless adequate protectlon:
is provided: for intelleetual property rights of investi-.
gators whose researeh is conducted with Federal ﬁnan—,{
elal support e : ' ;

Y The FOIA Musl Ba Inierpreled Consmiem W:ih Helavant
' Conshluhonal and Slalutory Prows;ons and wnh ihe Public
Interest - I

The Freedom of Informatlon Aet edntams no pro—'
‘VlSlOIl for aceordmg submltters of information due
process of law in any. decls1on to. dlsclose 1nformat10n_:
of Value to the submltters Nor does the Act contain,
a. prov1s1on to compensate the submltter for the value
of 1nformat10n destroyed. by its dlsclosure to- the pub-i
llc As. asserted above, the result of d1sclosure is a gen-
_ eral harm, to the long range pubhc interest. These oon-f
S1deratlons argue foreefully that the Congress never
intended a submltter of 1nformat1on to be dlsposessedl
of valuable property by operatlon of the FOIA. In-
stead, Congress intended, as stated by Mr. Moss, that -
Exemptlon 4 would preserve the confidentiality of such
valuable information and that it would be read in con-
junetion with Section . 1905 of Title 18. A contrary
reading of Exemption 4 has the effect of subverting
the Constitutional mandate that Congress promote the
useful. arts, Artlcle I, Seetlon 8, Paragraph 8, and
would: be violative of the clear mandate of; the Rifth
Amendment of the Constitution prohibiting the depri-
vation:of property without due - process of law. -These
considerations in' turn lead to the conclusion that Ex-
emption 4’ constitutes.a mandatory pI‘OhlblthIl agalnst'
the disclosure by government agencies of information
described therein and in Section 1905 of Title 18.

- 20
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CONCLUSION

It is the position of amicus that the pubhc 1nterest 1sj‘
served by a governmental policy which"aceords ade—f
quate recognition to the concept that’ the research in-
vestigator’s'idéas are valuable and constitute ‘actialor
inchoate intellectual praperty. Untimely disclosure oF
unrestricted access to materials econtained in research’
grant appl1cat1ons through the operation of the FOIA
will result in the destructlon of valuable property
rights, will undermine the ‘effectiveness of the system
for awarding grants on the basis of scientific merit,
and will inhibit and in some cases preclude the trans-
fer of technology from the “laboratory to the patient
bed. ” These conclusions are supported by and reflected
in the recommendatmns of two" 1ndependent Congres-
s1onally comm1ss1oned studies of the 1mpl1cat1on of dis-
closure of mformatlon contained in research protocols;
research hypotheses, and research designs ‘obtained by
the Secretary of Health Educatlon and Welfare in'con-
nection with appl1cat1ons or proposals subm1tted to the
Secretary for a grant, fellowsh1p, or contract under
the Publlc Health Serv1ce Act a8 : "

s Report of the Pres1dent s B1omed1cal Research Panel—Dls
closure of Research Informatmn, DHEW Pubhea’uon No (OS)'
76 513 June 30 1976 - -

DlSGlOSUI‘e of Research Informatlon under the FreedOm of In_
formatlon Act—-The National Commission for the Profection’ of
Human Sub]ects ofBioniedical and: Behavwral Research DI—IEW
Publication No. :(O8) 77-003,,1977.- ’

*“While each of these reports conclude ‘that new leglslatmn w1ll be
required to assure.these objectives, emicus.contends that they will
be ac}neved through a proper construction .of Exemptlon 4 of the
FOIA and 18 U S C § 1905 by th1s Gourt R
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.71, Consequently, we conelude and urge this Court
to hold that Exemption 4 of the FOIA must be inter-
preted as a mandatory prohibition of agency action to
disclose information described therein or in Section
1905 of Title 18. g

2. Amwus strongly supports pet1t1oner s conten- _
tlon that 5 U.8.C. §.301 does not constitute authoriza-
tion by law within 18 U.8.C. § 1905 for disclosure of
private, confidential business information. This coxn-.
clusion, is essential to prevent the evisceration of Ex-
emption 4. Finally it is consistent with sound public
- policy to provide protection to information submitted
to the Government by universities and nonprofit or-
ganizations on an equal footing with information sub-
mitted by commercial concerns,

.. 3. Amicus further supports the petitioner’s con-
tention that persons supplying information believed to
fall within the Exemption or the protection of 18
U.8.C. §1905 are entitled to a trial de novo prior to
disclosure of such information by the CGovernment.
Amicus believes that the Government’s unilateral
ability to release privately owned intellectual property,
inchoate or identifiably patentable subjeet matter, or
information protectable at common law as secret, is
constitutionally suspect as a disposition of property
without due process of law and thus requires adequate
opportunity for the submitter to enjoin such release
before irreparable damage oceurs. o
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- For the foregoing. reasons, the deelsmn of the clrcult
court should be reveized.: Leedhesngdd ek Dt

Respectfully submltted

JOSEPH A KEYES, JR
.- Attorney for .Amicus Curiae
" Suite 200. One Dupont Cirele, N.W.
'Washmgton D O 20036 _

June 5 1978




© APPENDIX: A
CONGRESSIONAL RECORD———HOUSE O
I E I R TP T H12379
Sum.mary of Meetmg oi Represenialwe John E. Moss ‘with

Ropresen!auve ‘Barry M Goldwaler. Jr. on the Freedom' oi
. Informaiion Act, Nov ‘10, 1975 .

Dcocmber 11 1975

1L We agreed that it is extremely 1mportant and in. the:
national interest that ERDA have the full cooperatron and
partlclpatlon of the private sector, partmularly ‘Ameriéan
industry,in the conduct of the national energy R&D effort:
This cooperatmn and partlclpatlon is essential to efisure
the Success® ‘of the mational "efféort, by prowdmg ‘ERDA
access to- -existing technology ‘s access to past, present
and future successes- ‘and fallnres in the private sector’s
energy’ ‘R&D act1v1t1es m order to most effectwely manage-
the natlonal effort SRR A

9. We agreed that any lack of predmtable protectlcn of'
the private sector’s proprietary information under the ex-
isting Freedom of Information“Act’ exemphon from man-
datory ‘disclosure for such- mformatmn (5 U.8.0.- 552(b)
(4)) could seriously’ inhibit prwate sector cooperatron and
partlolpatlon with ERDA t6 the detriment of the nat1ona1‘
-energy research and demonstratlon program e

3 Mr Mos:a acknowledged Mr Goldwater 5. conclusmn:
bascd on an. 1ndependent staﬁ legal analysm, that. protee-
t10n under exemptron (b) (4) is ne1ther predmtable nor-ade-

quate because of . recent: court 1nterpretat10ns of the ex:
emptlon o P o g

4. Mr. Moss 1nd1cated that as an orlgmal author of ‘the
Freedom of Information Aect, it was his intent and under-
standmg that exemptmn (b)(4) would “authorize the with-
holding from disclosire under that Act of all ‘¢ confidential
information’”‘protected by 18 U.8.C. 1905 in thé criminal
code:: He' further ‘indicated that 18 U.S:C. 1905 was not
intended -as the authority to" withliold -’ such mformatlon

da
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under the Freedom of Information Act, but rather it was
to be the test for what 1nforrnatron was authorized to be
withheld under the ‘authority in exemption (b)(4). He ex-
pressed disappointment that recent court holdings havenot
correctly interpreted this conneetion and often have held
to the contrary that 18 USC 1905 1nformat10n is -not
necessarily proteoted under (b)(4), ba%ed on the adoption
~ by the courts of varlons other tests for exemptlon (b} (4)
oovelage L ‘ :

5 Mr Moss 1nd10ated that exemptlon (b)(3) “specrﬁo-
ally exempted from dlsolosure by statute could be utilized
to create-a narrow statutory exemption in other. statutes
where Congress concluded that there was a legltlmate na-
tional interest to be effectuated by w1thhold1ng a_clasg of
1nf0rmat10n In so. concludmg, Congress must str1ke a rea-
Sonable and acceptable balance between that national .in-
terest and the national interest in public access to Federal
government mformatlon effeotnated by the Freedom of In-
formatlon Act P

6. We agreed that in, 110ht of the apparent state of un-

predwtabﬂrty of protectmn for. proprietary. information
‘ under exemption (b) (4).and:the need for ERDA to provide
such predictable.. proteotmn in. order, to . ensure ;. the full
cooperation and, participation of the private Sector, Con-
_gress could conclude that there was a legitimate national
interést'in ERDAs havmg the specifie authorlty to prediet-
ably protect propr1etary information. Further; Congress
could strike a reasonable ‘and acceptable balance of that
national interest ‘and the national intérest in fresédom of
information and ereate a (b) (3) exomptlon for ERDA for
that purpose R TR ey , . -

7 Flnally, we runewed a draft of a prov1310n to author-
ize such a. (b)(3) eremptron for ‘ERDA. Mr. Moss did: not
comment on the specific lanrruaee, but did indicate that-in
concept the. approach of the. provision was acceptable and
in accordance with. the precedmg discussion-and, further,

28
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that he did not object to-it. Subsequently, he indicated that
the specific language could be improved, but again, that he
had no fundamental objection to the approach represented
by the draft prov1smn ‘The statutory test for the class of
information, eonsistent with basi¢ TOIA principles, would,
of course, be subject to judicial review under current FOIA
procedure. :

8. Mr. Moss emphasmed that the. propesed statutory
language provides no aunthority to withhold information
from.Congress, or any committee or subcommittee of Con-
gress. He also stated his belief that any Member-.of Con-
gress should be able to have access to such mformatmn

9 We agree that the above summary accurately reﬂects
the substance of our. meetfmg s et e

Slgned

JOHNE Moss o
Bmun* ‘M GOLDWATER 'JRJ




1202

- APPENDIX B. I Ty
e L f;_Letter dated 5/5/77
s OFFIGE OF THE ATTORNEY GENERAI};
. WASHINGTON, D.C.. 20530

: LETTER 7o' HFADS OF “ALi T'EDERAL DEPABTMENTS
AND AGENCIES TS

Re Freedom of I”formatwn Act .

*-’-=I=am wrltmg ina matter of great mutual concern to seek
your cooperatlon S i i _

Freedom of Information Act 11t1gat10n has 1ncreased in
recent”years: to the poiiit Wwhere 'there are dver 600+cases
now pending in federal courts:The actiial cases représent
only the ‘“tip of the ieeberg’’ and reflect a much larger
volume of administrative disputes over access to docu-
ments, I am_ convmced that we should jointly seek to re-
duce these disputes through coneerted action to impress
upon all levels of government the requirements, and the
spirit, of the Freedom of Information Act. The govern-
ment should not withhold documents unless it is important
“to the public interest to do so, even if there is some argu-
able legal basis for the withholding. In order to implement
this view, the Justice Department will defend Freedom of
Information Act suits only when disclosure is demonstra-
bly harmful, even if the documents technically fall within
the exemptions in the Act. Let me assure you that we will
certainly counsel and consult with your personnel in making
the decision whether to defend. To perform our job ade-
quately, however, we need full access to documents that
you desire to withhold, as well as the earliest possible re-
sponse to our information requests, In the past, we have
- often filed answers in court without having an adequate
exchange with the agencies over the reasons and necessity
for the withholding. I hope that this will not oecur in the
future.

4a




“In"addition to*setting these guidelines; I have requested
Barbara ‘Allen” Babeock, ' Assistant Attorney General:for:
the Civil'Division, to conduct a review of all pending Free-
dom of Information Act htlgatlon being handled by the:'
that 11t1gat10n agamst your agency éhould no longer be
continued and that information previously withheld should
be released. In that event, I request that you ensure that
your personnel work cooperatively with the Civil Division
to brmg the htlgatmn to-an end.

Please refer to-28 CFR 50.9 and accompanying March 9,
1976 memorandum from the Deputy Attorney General
These documents remain in effect, but the following new
and additional elements are hereby prescribed:

In determining whether a suif against an agency under
the Act challenging its deniel of access to requested rec-
ords merits defense, consideration shall be given to four
criteria:

(a) Whether the agency’s denial seems to have a sub-
stantial legal basis,

(b) Whether defense of the agency’s denial involves
an acceptable risk of adverse impact on other
agencies,

(¢) Whether there is a sufficient prospect of actual
harm to legitimate public or private interests if
aceess to the requested records were to be granted
-to justify the defense of the suit, and

(d) Whether there is sufficient information about the
controversy to support a reasonable judgment
that the agency’s denial merits defense under the
three preceding criteria.

The criteria set forth above shall be considered both by.
the Freedom of Information Cominittee and by the litigat-
" ing divisions. The Committee shall, so far as practical,

5a
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ey

employ - such criteria‘in ‘its -consultations with- agencies '
prior to litigation and in its review of complaints there-

after. The litigating divisions shall promptly :and mde-:-

‘pendently consider. these. factors as .to each suit filed.

Together I hope that we' éan' enhance the sp1r1t appear-:
ance and reahty of open government SRR :

Yours smeerely, ;

/s/ GRIFFIN BELL
' Griffin B. Bell
"Attorney General
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ONE DUPONT CIRCLE
WASHINGTON, D. C. 20038

orFICE OF a'p\_r.l‘:;n_ugq.l_»;'_r{\.l: nll..{\i'lonq'. o s . M,_':'\s" 25, 1978

The Honorahle Gaylord Ne]son

Chai rman, Subgcommittee on Monopn]y
and Anticompetitive Activities

Select Committee on Small Business

United States Senate L

Washington, D.C. 20510

Dear #Mr. Chairman:

On behalf of the American Council on Education, an association representlng
1,490 colleges, unlver3|tie5, and, education organizations, | would like to reaffirm
our endorsement of testimony-delivered by Vice President Jones of MIT before
your subcommittee on May 23 and. to convey our views concernlng the awarding of
patent rights developed by colleges and uanErSlt!eS in the performance of
federally funded research.

Colleges and universities unanimously support legislation that would permit
contractors to retain exclusive rights to inventions subject to a nonexclusive,
nontransferable, irrevocable paid up license in the government. Ve firmly
belfeve that such uniform regulations will bast achleve a policy of making
inventions available to the public, We urge your support of such legislation. in
the absence of support for this proposal the higher education community strongly
favors the maintenance of the existing federal palicy permitting diverse policies
within the various federal agencies rather than vesting patent rights in the
government or establishing a policy of deferred determinations.

The process of education at most colleges and universities embraces the
conduct of basic research which may or may not develop z patentable Ttem. The
occurrence of an- invention during the course of the research 1s virtually always
incidental to the main objectives of the research agreement and only in rare
instances provides financial benefits. An invention, when it cceurs, is largely
attributable to the personal creativity of the investigator buttressed by his
vears of professional training and experience, and to the scholarly environment
and research resourcés provided by the university.

Since such Tnventions are generally developed in performance of basic research,
they tend to be embryonic in nature and, therefore, usually require substantial
investment of private risk capital for the further development necessary to
Entroduction into the market. Accordingly, if university lnventions are teo be
used, institutions must seek to interest industrial concerns wha have the commercial
capability the university lacks. Therefore, unless the university has the abitity
to grant exclusive licenses, such as those permitted under Institutional Patent
Agreements, It may be unable to attract the necessary risk capital. When the
government retains title, the patents are made available to all comers on a
nenexclusive or even royalty free basis. This Is tantamount to ''dedication'' of
the invention to the public. In such cases, a comercial concern may often be
dissuaded from investing the necessary development effort to make the product
ot process useful to the publie.

32-8356 Q - 78 - 14




The Honorable Gaylord Relson 'wjﬂéa 25, 1978

Inventions resulting from research sponsored by Federal agencies involve .
equities of the government, the contractor, and the inventor. Whken a patentab1e
invention is made by an investigator In an academic institution with’the helpof ™
Federal funds, rarely, if ever are the Federal funds the sole or even the major
factor contributing to the invention. The insight of the investigator, derived
from his career working in a given field, 1s generally paramount, The: uﬁ'lversnt o
itself virtuvally always helps to finarce the laboratories, qulpment, and person ’
contributing to the invention. b

I§ you have any questions about our pDSItIon, we would be pleased to
discuss it with you or your staff at your convenience.

Ve Yuly yours,

. / “Shetdon ETliot" Steinbach ’
© “Staff Counsel .

cc:  Membeis 6'f:'ithe. é:ﬁhcamﬁlftég




AMERICAN COUNCIL. ON EDUCATION . i oo o7 . 5 b s
""" OME DUPONT CIRCLE
WASHINGTON, D. €. 20038

BFFICE OF GOVERHMENTAL NRLATIONS 7

The Honorable Gaylord.Nelson.:
Chajrman ,; Subcommittee -on Monopoly . -

and : Antlcompetltjve Actlvities .
Select Ccmmlttee on. Small Business. . R 2 :
United States Senate T e R A
Washington, D.C. 205190

Dear Mr, Chal i’r&en :

“-Dh hehal f of the Arnerlcan Counml én’ Educatlon, ‘an ‘assoma jon .
of over 1,500 collegesy’ univer5|tles, ahd-'oFganizations in hlgher educatmn,_' ’
and the assoctations 1isted héreunder; 1 dm forwarding herewith our- S
statement for inclusion in the record of the hearings held on December 19-21,
1977, by: the: Senate Subcommittee on-Monopoly and Anticompetitive’ Activities
concerning rights to inventions developed under government-financed research. =

Our sssocliations, endorse. a government policy which permits the
centractor to retain exclusive rights to inventions subject to a nonexclusive,
nontransferabl 3 rlrrevo'cable',-- paid—up icense in the government.

The proc “of educatlon at mo co]]eges and universities
embraces the conduct’ of" bas|c research which may. ar may not develop a
patentable item. The occurfence of an invention during the course of the
research is virtually always incidental to the main objectives of the
research agreement. An invention, when it occurs, is largely attributable °
to the personal creativity of the 1nve5t15ator backed up by.his years of . .«
professional training and experience, ‘and to the schiolarly’ env ment and
research resources provided by the unlverslty

$ince such invéntions’ arevgenerally’ developed in perf mance
of basic research, they tend to be embryonic in nature and; theref‘ore, ’
usuatly require substant|a| investment of private risk capltal for the !
further development necessary toi introduction into-tHe market! Accurdmgly,
if university -inventions. are ‘to: be.Used; finstitutions must:seek to interests
industrial concerns: who have the.commerciial: capability. the: L:nwers:ty Iacks
Therefore, unless .the university has the.ability: to.grant exclusive
licenses,. It may be,unable to. attract the necessary irisk -capitai, | When:
the government retains title, the patents are made available to all comers
en a nonexclusive or even rcyalty free basis. This [s tantamount to
“*dedicatior!" of the invention to the public. In such cases, a commercial
concern will not have sufficient incentive to invest in the necessary
development effort to make the product or. process useful to the public.
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The Honorable Gaylord Nelsen™ Janlsky 13, 1978

Page Two

Inventions resulting from research sponsored.by.Federal..agencies. - .=

involve equities of the dovernment, the contractor, and the inventor.
When a patentable invention is made by an investigator in an academic
institution with the help of Federal funds, rarely, 1f ever are the
Federal funds the sole or even the major factor contributing to the™
invention. The insight of the investigator, derived from his career
working in a given field, is generally paramount,  The univérsity: |tse]f
virtually always helps to finance the laboratories,™ equipment and
personnel contributing to the invention. .

We strongly support H.R, 8536, the Uniform Faderal Research
and Development Utilization Act of 1977, as an enlightened government
policy. We firmly believe .that -the yniform regulations provided for in
the Bi1] will achieve ‘the government .goal of. making: lnventnons ava[lab]e
to the publlc We urge your support of this. b||l ;

. We. wou]d be pleased Lo meet wnth.you or your staff to dlscuss
these issuss furthep. - .- . ¢ T

"”"Ve?y:ﬁﬁﬁlhr" ¥

Sheldon E]Hot ;Stelnbach
Staff Counse'l

The following ’érssoé'i’a’ti’bn's" jo"i"i-i in thf"s' "stéitén'ieht:'

" American Association of Community and Jinfof Co]leges T
American Association of State EoHege.s and Universities-
American Councﬂ on Educatlon -
Association of Amerlcan Umversmnes . I
Association of.Jesuit Colleges and UnlverSLtles Lo
National Association-of College-and-University: Busmess Offlcers '
National :Association-.of-Independent: Colleges and'Universities
National Association-of State Universities and Land~Grant Collegés o
National Catholic Educational Assoéiation, College and University ‘Department




G ... STATEMENT. . .
oSubmitted to. .

SUBCOMMITTEE ON MONOPOLY AND ANTICOMPETITIVE ACTIVITIES
SELECT COMMITTEE ON SMALL BUSINESS

JANUARY 24, 1978

by ©oit

L

. American Association of Community.and Junior Colleges. .
American Association of State Colleges and Universities
R . American Council on Education
" Association’of Ametican Universities
. Association of Jesuit Colleges and Universities .
" National Assoclation of College and Univefsity Business Officers
-.. National Association of Independent Coileges and Universities | |
" National Association of State Universities and Land-Grant Collegés
National Catholic Educational Association, College and University Department
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Inventions resulting from fec"iérall);ﬁfﬁﬁdéd research constitute a valuable
national resource. The large amount of federat funds supporting research dictates
the necessity of examining the governménf"s:“'ﬁé:teﬁt policy in order to ensure
that inventive results are being delivered to the public and that the equities of
all partlesinvolved are bemg protected B *‘t'.':a‘,uéé 6’5‘113&:1? spec.la.lmlsswn,culleges
and .universities have unique patent concerns which warrant a detailed exploraticn,
particularly with regard to ownership of patent rights developed on campus under
federal contracts and grants. e

The federal government sponéors research in universities to expand
the boundaries of existing knowledge in areas or on problems deemed to be in
the public interest or to be related to national goals. Universities are free to
publish research results which are generally made available to all. The Eight to
" publish is normally preserved in the negotiation of grants and contracts, as is

the sponsoring agency’s right to receive agreedupon reports.

The generation of inventions is almaost never the main objective of

the research cond edwnh federal af ency funds; rather; an invertion’ generally

Is an Incidental "byproduct” of the eafch acti if‘y,’flar'g’ély:gttributable to serendipity

andfor the personal cr?e':a_'tiv‘i_t_?jof_' the ;n?gétig’at_bxf é&:;!-':é'd by his of professional
trairning and & j:'aéri“eri:‘_é,f nd' sche i ' nvi "
provided by the univarsity. When patentabia discoveries actur; the eqtiities to 7
be considered include those of the inventor, the university, and, very properly;
the sponsors providing financial support for the particular research project most
closely related to the discovery.

When a patentable invention is made By an investigator in an academic

institution with the help of federal funds, rarely, if ever, are the federal funds

the sole or even the major factor contributing to the invention. Beyond the critical
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contribution of the investigator, the university itself virtually always.helps to.. . . . =
finance the laboratories, equipment.and personnel contributing to an invention.

It also provides a scholarly atmosphere, and often the infusion of funds obtained . .

from nongovernment sources., Accord.tngly, each of the par‘ues has a claxm in .

equity. . ...

A policy whigh;asstgns patent rights to the government for all federally L
sup;ported research_, hqwever_:large or smal_l the federa_.l“_cq_ntributlic_)_n_, _el_irnin_a__te_s_

,who contnbuted

the universities! ability 1o recognize the equities of other spon

to the discovery of the invention as well as the contributions of the l_nst,u,u.ljaon.s .
themselves. e

S:nce mventlons resu!tmg irom research onsored by federal agencies o

involve equities of the government, the contractor {on hls own behalf or as the

result of mtermrngled :Eunds

1ved :Erom other than federal agency seurces),

and the mventor, many factors must be consxdered In makmg a decxslon as to

where the pr:mary rtght in such mventmns should be vested in makmg that dec;smr\

only one consrderatmn should be paramount and that is m whose hands w:ll the

vesmture of pr:rnary r1ghts serve to most qunckly and econommally trans;er the )

mventmn technology to the pubhc for 1ts use and beneﬁt.

Educatlonal mstltutxons are, of course, not orgamzed e1ther to manufacture

or produce and market a patentabie mventlon. Accord.mgly, 1f umvers:ty—-generated

mventlons are to be used, such 1nst1tuttons must seek to mterest those In the 1ndustr1a1

world who have the commercra.l capa.bmty for mventmn development and also, o

very 1mportanﬂy, ma.rket development, whlch the umversxty !acks. Th.ls is often

a d.lfflcult task smce few mvent.mns commg out o umvermty research offer read.lly

recogmza.ble prospects of a large market ara hlgh return on mvestment. Umvers1ty— '

based mvent:ons, since they most o:Et
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research, tend to be, at best; in the early Stages of devalopment, and therefore
require the investment of substantial private tisk'capital to develop the inventich™ ~
to the appropriate state ‘for Introduction info the market.’ : :

At the same fime, universities aré in a Unique pasition to objectively
seek the best qualified industrial developer and under appropriate licensing arrat}ge-"
ments meoritor the diligénce of developmentat efforts by such a developer. it
universities cannot furnish, if appropriate, an exclysive’ liéenee to developers ~
for a limited period and thereby securs the irivastment ¢ ‘heéesééty cai):ital; inventions
resulting from government contracts afe less likely to be de#leiope& to the point
of marketability, and thus the public is less likely to.receive the benefits from
such invention's,"or af least may not recaive therm as qtﬁézl-'dy'as otheiwisa would
be the case, © 1 T * ' '

When the right 1o séek'j:;teﬁts.res‘ities in Liuiversit:ieg; “a'ﬁpropriet:e o
patent appllcatfons cen.l::)e tiled ﬁrorripti:y and ‘ﬁeg.etiatit;negiﬁtﬁ'iediately commenced
with prospec‘nve deve!operl.:censees, with the active a.sststa.nce of the mventor. -
When thts nght does not exist at the t1me of cnntractmg, but must awaut a determmatmn
after the mventlon has been 1dent11‘1ed, substa.nts.a.l ume i3 usually requ.lred to
prepare the necessary documentatlon for the sponsonng agency and fur the agency
to ma.ke a determmat:lon. While awa.ltmg the outcome of such admlmstratwe
prncess, the inventmn hes dormant, With the attenda.nt r1sks t.’nat the inventor's o
interest in asmstmg in the development becornes attenuated a.nd that mtervenmg -

rights of others may foreclose successful transfer of the mventmn ta the pubhc.

‘ Smce deacﬂ.l.nes for domestlc and fore:gn patent apphcatlons are affected
by pubhcatton of patentable ldeas in sc:entzflc journa.ls, delays in deterrnuung
the dlsposxtmn of nghts toan mventmn ca.n result exther in delay of pubhcatmn
of research results or ﬂsk of exp:raucn of the the !1m1t in wl‘uch patent apphcatmns

can be filed. Neither choice is beneficial to the public interest.




.7 - Although the:university's primary motivation:in filing and prosecuting
applications for patents is the timely promotion of:actual;availabilify of new products

or processes to-the general public, if, in the course of such transfer, income to. .. :

support further research at the institution.can be:generated; the public benefits: .-

a second time.

The public obtains the benefit of universitygenerated patents through
the efforts of those sponsoring agencies which offer adequate inducement to
those who can bring the fruits of basic research inte a form, usefultoithe-consuming .
puBlic. .Mere exclusivity in patent rights does not ipso facto create artificially .
high p;ices for related products and royalties generally represent only a very
small fraction of the retail price of marketed goods. - Moreover, one.must face
the inescapable conclusion that the development of inventions under a reasonable:. -
government patent policy wlil benefit. the public by making available products -
that would:otherwise not have been available at.any price..

:‘Without exclusivity to some degree, private sources, are unlikely to
have sufficient incentive to invest-in the effort necessary to.develop an invention
available to all into a product or process actually available to the public, Indeed,

the investment required:to bring aproduct or process to a-marketable condition

and to introduce it into the'market is almost-always far greater than the investment... ..

in original research from which the inventicn results.

To bring an invention to public use, further deveopment or engineering .-
usually is required, such as testing.or "screening" a prototype of the new; product
or process:” Before the efforts and expenses incident to-testing or screening are
undertaken, investors need to know who has the title to or ownership of the invention
{i.e., the right secured to inventors and. their assignees or licensees; for limited

times, as ptovided in the Constitution).: -
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+: Sometimes prospective licensees:have refused'ltouﬁderta]%e’the-téstiné

screening or developmient of inventions unless thelicensor would grant an exclusive - ‘
license for commerical sale or use.-In some cases, no. viable:alternative-has-been - soo
" available and,in.the absence of:an exclusive license; the use of the product; process -

or machine has been denied to the public.

_ - Universities usually. donot possess the resources, critical facilities,

or controls necessary-to-bring drug products, for example, through the-clinical = °

testing stages to marketability. v Thus, itis imperative that they e'in a:position 5 o
- to supply anincentive under appropriate licensing arrangements to those organizations:

which have those facilities and conirol capabilities. :

Since government perschnel would not be as'intimiately. familiar with o a7
an Invention‘as those thdt have developed It in"a-university, they would be ina". =z =
much less favorable position‘to ascertain ar pursuetheicommercial marketability .
in such activity colid well cause a significant reduction’in:invention disclosures
from universityréesearchers;?with a consequent reduction in-public access to potential
fruits of research, . .x

‘Thus, the:-primary-result of-the economic-stimuli: afforded by a-realistic -+ .
licensing:policy isa publi'c_ benefit -the production and introducticn of -a good.or -
service that otherwise might not become available in ‘the context of our free.. ‘.
enterprise system, oo

-Under the policies of some goverrimental agencies, the agency; o #/ -

behalf of the government, normally asserts its rights to ownership of any inventions

and patents ge'nerated:in' ‘the Course of:research sponsored.and:funded by the agency .-
but does have regulations under which:such right:can be walved o the: contractor - -

or g;-antee. If an institution desires to acquire title to'a particular invention;

it must request a waiver in accordance with the regulations of such agency. The
granting of a waiver generally depends on a determination by the agency, based

upon evidence submitted by the contractor or grantee, that the invention will

be more adequately and quickly developed in the public Interest if title to the
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invention is wawed to the contractor of gra.ntee. Such walvers are given with
a reservatron of a license to the government to pracuce the invention for governmental
purposes and’ with other provisicns wh1ch adequately protec-t the pubhc Interest.

An alternative to the "waiver" 'approach‘--is‘ the "Institution Patent ;
Agreement” approach, available since 1978. b This approach, endersed by a 1963

2

GAO Report,” permits the grantee institution to retain title and to adm1mster i

the principal ownership rights in inventions made under department grants and
awards, clearly defines the rights of the parties with respect to such inveritions,

and sets forth generai gu.tdelmes gov ing the :'i:e'nsing: of'lnvention's.' It includes

hm:tat:ons on the durat.\on of exclus ve .enses to. be granted i reserves a. roya.l‘ty-

free l1cense to the government :Eor governrnental use, and rt provxdes othe'r appropnate

safeguards tor protect the publrc mterest. These: latter safeguards mdude a reservat:on

to the government of the Tight to 3 c[dx_t;ona._[‘:]._r enseson

equire the granting

royaltyiree hasis or on other terms. der the &ifcumstances,

where such licenses are necessaryto fuifill public health, welfare or ..;saiety.;ré-r;u:.lrements.

W;th the actwe.assustance of mventors, the umversmes areiina better

government to tra.nsfer techn

the econorny. A gover ent "tatle" pohcy, however, wou].d preclude ‘the umversrty

from recogm g the. equmes of others, mc.lud:.ng mvento : and nongovernmenta.l

sponsors, and would fax! to acknowledge the benef:ts that now accrue to the taxpaymg

pubhc for u:s contrlbutmn to the 1nst1tutxons' resea.rch efiorts.

Consequently, qualified universities that have deve.loped.a. tech_nolo_gy .

transfer. capa.bmty should be granted with the award of a. contract of gra.nt,

first opuon to t:tle in. 1nvent1ons generated on theu' respectwe ﬁmpuses wrth

federal funds w1th appropnate saiegua.rds to prevent abuse of patent rights reta.med

by any such lnst.it'utio_n and to minimize any anticompetitive effects.

I, "Institutions Patent Agreement Governing Grants and Awards from
tl}e l?epartment of Health, Education and Welfare" HEW Standard Form Rev.
3/26/63.

2. Report to the CongressProblem Areas Affecting Usefulness of
Resuits of GovernmentSponsored Research in Medicinal Chemistry -Comptroller
General of the United States -B 640 31(2), 1968
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OF COUNSEL
-HOWARD ADENIS-

HowaARD L.ROSE
IrA C.EDELL

The HomorabBle GaylordNelsén : i 0. % Dol oo o me o e M e
United States Senate
Washington, D..C. 20510z w0

Dear Senator NelsonL.,¢ LT R By ST U S P RS SE RL P

... .Reference is made to a recent comversation between Mr. Gerald L
Sturgess of your staff and Ms. Dorothy Bomberger, Program Manager, United
States Activity Board, of, the Institute of Electrical and Electronic

Engineers (IEEEY coucerning hearings to- be held by your Monopoly and Anti=?
competitive Activities Subcommittee on Amendment No. 187 to the GSA Federal

:;Procurement. Regulaticns: - This letter is written in response:to Mt 'Sturgess'  Hi™:
suggestion that the Ingtitute submit its views on the rights of Universities

~in.inventions.made pursuant.to research funded by the Federal Govermment. . .. ..

:,. -The TEEE has become increasingly concerned in recent years with .
the decline in the tenhnological growth of this country ‘and its logd of pre=
eminence in the field of science. The Institute has thus taken an inereas-
ingly activé roll din” support:l.ng programs and ‘policies which are calculated
to restore a fertile climate for innovation in this country and which in

fdet will accelerate ‘the” pace’dt’ whidh® technology is- develo;!ed. g '

In; support0f this effort:the:Institute has:supported programs that
it belleves will promote suck goals as well as opposing programs believed to
hamper them. - The Institute.believes that.the source of .all:ereatdviry is. .. - .
individuals, and ‘that the in ividual wili disclose and develope bis or her
inventions 1f he or she caun benefit from such. Thus, the Institute .supports .
programs that fewaid inventdis for their invéntions and which leave all avenues
of financing open for development of their ideas. In this latter context, it
is essential to destroy- the myth ‘that impoftant invetitions result’ substantially
only from the efforts of big business and that the retention of rights by
:Government “contractors in inventions-made’ under: Government ‘eentracts will only..: -
benefit such companies usually at the expense of the public. Such a philosophy
in effect deniles federal. funding.of inventions .of individuals,:universities and
small business.

RIGHTS FOR'INVENTTONS ~~°

~Ag indidited above the Inktitite is concerned with increasing the®
rewards received by individual inventors as a result of thelr creatlvity.
This corcern-is:shared by many highly placed-individuals both in and out of
Government, Reference is made to tesr_:l.mony by Admiral Rickaver befare the 87th
Cnngress wherein he .stated:. : . i Y S S :




. Property . ... The

The Honorable Gaylord Nelson . e -
May 15, 1978 e D M
N ROSE & EDELL
L ome ‘of the fwo najor problems facing the patent system is-

how to increa-e incentives for employéd inventors who get. no.bene-.
“fit whatever out of the patent system as it has evolved. : We might ..
"“well consider whether we dught not to.go back to the original intent

of the Constitution and devise some reward for. lnventors whether they
© are government or industry employees L T :

If the Government acquires title to all inventions stemming from feder—

" ally funded R & D, about $26 billion in 1978, a large segment of the Institute's

members are henceforth denied any opportunlty to "participate in_ the rewards of
their inventiveness.” The contractor receives no award for inventions. so that
nothing is ava1lable to pass on to the inventor. Both the inventor and the
contractor lose interest in disclosing inventions. In .this context it.should

be noted that over the period 1970 through. 1976 total imvention disclosures to
Government agenciles from Government contractors fell 30% from a high of 7,896 in
1970 to 5,537 in 1976, However, the Invention disclosures.in which the Govern-
mant acquirEd only a license fell from 1279 in 1970, t0 1115, in 1976, a decrease
oE only 15%-‘

COIt s a well known fact that the U. 8- has fallen to sixth in the
numbet of patent applications filed by its nationals on a per capita basis,..
The reasons for this phenomena are not fully understood but the decline in U,S§,
pré-—eninence in techmology is quite apparent. It.is beliaved that,closing the
dobr’ on the hopes of the engineering and scientifie. community tg. acquire greater
benefitg from its labors will only further exacerbate an already potentially -
dangerous’ sitdation.” Men have not, so far as this writer is concerned, changed
theif views concerning their, rights in property since 1795 when Mr, Justice -
Pattérson of the United States Supreme Court stated "Men have 2. sense of 5
ervatlon of property. . is 2 primary, ubJect -of the -

aocial compact.

*THE PRIVATE INVENTUR - TECHNOLOGICAL BREAK THRDUGHS

"‘Mugh of the Oppositiun to the Regulations results from the assumption
that the policy intierent therein ie good for big business.and is detrimental
to small business. The easence of this thesis fs that (1) most impurtant ine,

‘ventlons are derived from big business and (2) emall businesses do mot comtract

with the Government. As to the first point,. such Tecent major dEvelopments as

: xerography, instant pictures, optical character recngnition, magnetic core

memories, vacinim tubes, F.M. radio, lasers, penecillin, jet engines, pxe—shrunk
fabriecs, zippers, color photography, bakelite, cellophane, foam rubber, cross-
sectional X-ray imaging apparatus (CAT), mercury dry cells (later perfected-
under Government funds) to name a few, were the inventions of private individuals

_or universities. Many of the individuals_ founded small.companies.to develop
‘théir Invéntions. A large number of the above listed Anventigns were developed

to some extent or another, with .the use of Government funds Wlth the patents ..
remaining ‘with the contractors. Would these individuals have sought Gevernment
money if all of the reésulting patents had been aesigned to, the Government9 And
i not, how wany years would the public s, bEneflt from .the inventions been
delayed7 .- . . . .
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The Honorable Gaylord Nelson .
May-15, 1978 i )
R AR ROSE 8 EDELL

To deny any institution, .company, group ot individual, regardless of
circumstances,  the rights ‘to their Government Funded 1nvention3 is a drastic
measure which will stultify the dcvelopm ,t of iavention, Regardless of state-
ménts to the’ contrary, ‘the significant invantions. are the work of small companies
‘and “individuals.” The 1arge cotporations have abdicated this role-to a great

“extent; they have publically stated ‘that they 1onger do research and only
step in when a product has shown ‘promise. >~ 7"

] ~"Triie, 'edch ‘of the aforementio ed products has produced or ended up in
o ai'large corporation,” But one’ mist uonde What would have happened. to those in-
ventions- if patent’ :protection were available Would an 1nd1vidual dedicate
five, ‘ten or twore years to a product it others ‘could reap the benefits of his
efforts and- sacrifices., " As a very_recent example, the presently must effective
oil-glick pick—ip appatatus is the'work of e man who' dedicated seven years of
his: life before he realized a profit v .

-As® to other product actually developed and introduced hy small “com~

+panies; wassaging showers were introduced to the market place by a very small
company that developed considerable know-how in the field of fluid technology
under government contracts. High powered machines for commercial irradiation
of plasticsiand for sterilization of - medical SUpp: ete’ developed by a
small company partly ith g vernment contract fund ’ o s

E Et:is: believed that the above ‘facts’ go a long ay f
,“Rickover’s statement to this’ subcommittee that nost ‘of the. major

essentially ‘only the Government has any 1ntetest, has b Funded by the Govetn—
ment: This is as it°should be, but even thén the chernment"usually buys its
hardware from the contractor who did the R & D. Yet, much of the opposition

to the Regulations on Capital Hill and elsewhere appears to stem from the belief
that the Regulations go too ‘far ia the diréetion-df allowing profit-making Firms
to benefit from federally funded research, However, only profit motivated com-
panies-will bring ‘the- results of such research to the general puhlic. Well kaown
instances ‘of federally funded K & i benefiting the publié through the auspices
of the Govermnment contractor are: Corning ware through’ Corning Glasa, nassaging
ishowers, aircraft in general airnort ground control, ‘computer industry through
UNIVAC, atomic energy through Westinghouse, radio’ through RCA which ‘staxted as a
Government lehoratory in World Wnr I magnetic seals on rEfrigerators and many,

LICENSING

- " RUnroaE fepresentations ‘Have besn made For ‘and againstj nedessity

S0 grant exclusive ‘1icénses iueure the development of a product

country, I theé ‘twenty-four ears that this wrife hads Beén actively engaged

it licensing inventions; he ‘has encdifiterad” mnny instances where non-exclusive
licensesweré quite galédble “and many ‘Gthers where only exclusive licenses Gould
be sold. -The typé of 1iéense that dan be sold in any “glven’ gituation is determined
by many factors, including the funds required te be invested in developing or

marketing the product and the ease with which the product can be copiled. The
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larger the monetary Tequirements .and the more readily the product can be copied,
the greater the pressurs for exclusivlty. Further, in such cases the cost of
bringing the produce to the market place to the Company that did the ground work
in the particular ares involved may well be less than to others in the field.

It would eppear that the prime concern to the Government should be to have the
invention reach the market place at the least possible cost, to, the public which
afterall, pays all the bills in the long run. S a

BALANCE OF PAYMENTS o
The above statements, as indicated, apply to the U.:8.: They do-not
apply, however, to foreign countries. Companies in Western Europe, in particu-
lar, require. exclusivity.: They: want exclusive use of:>know-how and-exclusive
rights under patents. = Without' these they will- for the méstpart go” their own
way which often includes using U. 8. inventions not covered by foreign patents.
With the balance of payménts of tle U, §. constantly running fn the red, large
losses of foreign source Income resulting from reduced sale of technology abroad
only adds to the problem, Foreign companies are willing to pay large sums for
U, 5. know-how and inventions. A very small company of which the writer is
aware ls presently engaged in preliminary discussions with a European company
concerning transfer of exclusive rights to know-how and European patent rights
for a single product having a sale price to the user of about $3,500. The pay-
ment for such rights will include an initial payment in the neighborhood of $2
million, plus a royalty on sales, Without the foreipgn patent rights this sale
could not be consumated. EREARRE

It is believed that by forever denying inventors, institutiong and”
companies any opportunity to berefit from inventions made under Government con-
tracts the U, S, deciine in technology will be accelerated and one of this
countries major exports will be seriously impalred. It mest be remembered
that if the U. 5. is not exporting techmology, it is importing dit.

it is requested that this letter be spread on the record of the
aforesaid hearings.

¥

/ L

\Cf{ - (‘r" zh//-’/)/" (. L W

‘Koward L. Rese

Task Force Leader - Fatents
United States Activity Board
IEEE

HLR/nap
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Ira C.EDELL - ..‘\REA CODE aor

“Mr., Gerald Sturgess
Room 424
Russel Senate 0ffice Building
Washingten, D. C. 20510

'Dear Mr. Sturgess.

As. promise.d enclosed As material from the ﬂepartmen.t of Commerce
on Agency Statistics on Patent Pra.ctices ~ Fiscal Years 1970 through 1976,

. If 1 nan be of any further aaaistance, please du nnt hesitate to
,_contact me, . - )

“sinsbrely youes,

b L
Eoward Lv Rose

Enclesure

HLR/nap. .
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uua by agency (continued)
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POST AIR

HEW DO USDA CIA  SVC WSF VA  FCC  Doc YPA  ACDA  HUD TREAS TWA DOT  DOL ERDA BRC HASh AR NAVY FURCE  TOTAL
VITI. FOMDS POR RESEARCH AND DEVELGPMENT
A. Toral funda ohligsted for FY 70 1260.4 22.3 - 31,5 317.0 58,5 9.1 | - 6.4 331 .6 1426.8 - 2792.7  1911.6  2269,3  379.2 15,8126
RiD (millions of dollera) - 53,7 3649 53.1 97.6 « 4.3 £0.2 B - 3272.5  160L.6  2244.7 0769  14,BA7.A
. - 76.3  184,4 62.1 1016 184.3 3.4 489 9 L - 3186.3 . 207L.5  2515.4. 3209,2: .
: - {7437 525.67 35.8° i 2,2 62,9 1.0 % - 32749 2135547 2152097 31436
. : - 0 £53.2 9.0 1.5 764 L5 1L - 3071.1  2067,9  3236.4  3700.2
- - = §20.8 9EB.3 2.3 6.8 1.6 1 55.5 3065.4 1B7L.5  3121,3  334E.3 10,2335
- +  §21,6 101.3 1.6 8.2 1.9 L 101.2  J44B.1  2067.2 338E.3. 3615.7 . 20,835.3-
: L. ohllqlttd”iur 1.9 - 9.5 131 573 - 4.2 5z .6 - 800.2  T16.1  691.7  568.7  1,615.8
: . dom tlc intraparal sy ie - 13.6 28,7 57.7 - 5.1 .E - BO5.% 650,71  650.7 4841  3,540.4-
2.4 - 166 274 43,k 5.2 .5 - 8B7.2 1,2 7ILLL £1R T 3,530.6,
; 3.9 1z.0 18.9 7.2 10.7 1.0 X - 858.7  £94,5. BLE.1  765.9.. 4,397.L
. §.7 . 1000 96,0 < 18.3 1.5 L - 1028.0°  T63.3°7 932,31  @92.0 ' 5,045
B 1.2 - . 7 136, 96.2 .2 13,8 1.6 - 1.2 1036.3  €96.5  §Bl.¢  A1S.6  5,070.0
. o 2.5 - . 5213 1600 355.4 .3 1901 1.5 63 lgl.3 Y953, 10035  927.2.  5.646.3.
2, RED Ednds “obligated foy + 21.0 - 28.0 303 12,1 -'2.2 269 "0 - #9933 1192.9  1575.7 31576 12,140.1
domastic extramural use 24,3 - 373 3351 8.2 - 1.3 545 0 - 2465.%  1143.7  15BB.E  2574.6 . 11,247.9
R e T 21,55 - €1.2: 185.2 A9.B-095.9 1.2 - 434 O - 2299.8° 1329.27 1T, 2730.1 L1, 91R.%
201 - 62,2 500.7 1045 167.5 1.5 52, - - 23753 1439.7 1928.%  i5¥5.8 12,5479
46.2 - - 17,3 120.¢ 252.0 1.1 58,1 - - 247,60 1297.5  2357.0 2B06.8 13,929.1/
56, - ETT 25.¢ 187.5 1.1 50,0 - 54,1 2013.3  1172.% 2134,5  32511.1  13,D55.8
53.3 - +  565.3 78.8 152,0 1.3 49%.1 .4 L $4.3 2265.5 1265.0 23TT.Z 28863  15,1ll.6-
<7 (aY " Profit organiia- 4.4 - 21.0 1. 13.8 - .9 2.8 0 - 2766,  1076.0 1401.7  2BEG.)
. tions 5.9 6.4 2, 238 - .6 318 0 - 1432.5 . .},
| : Lo [ - 60,50 1. 35,0 W5 o316 - B - 1567,6°  2502.8
. 8.5 - 61.0 o, 1 1 371 - - 17631 2336,6
3.8 - . £7. 45 20.8 - = 2M1.6  2564.3
1.9 - . o, 19.3 - 2.1 1924.3 , 7275.8 . 3,882.5.
1.2 - o, (28,1 .4 74,2 2175.1  2649.2  10,4$h,§,
%' (b} Educatioral 1.3 - 277. 2.z ¢ - 165.% 1125  2,281.%
. inatitutions 2.5 - 31004 1.3 ¢ - 145.4
PRI e 5.1 - - 1ei7 1.9 * 0 - 1566
- 1.9 - 4734 0 - - 150.6
5.8 - 549.0 2.4 - - 158.
N - 46B.4 2.3 - §.3 155.2
13,3 - 501.8 2.7 - 11.6 ul.e
WL - W8 2401 13,8 . 0 - 19.8 26.0 Bl
N 11 - g 227 2.6 0 - 4.5 4.6 10.7
Bt 1.3 s - 6 30,0 310 - 24.2 3.5 15.2
1.2 - 1.1 la.d 5.3 - - 22,1 3.5 B.x
19.3 ! do- o 38.39 H 22,4 - - 19.3 2206 sT.
33,9 d - . .z 5.2~ 5.1 20.¢ 17.5 55.0
3.9 a0 - + 39.4 .5 - W 6.5 AL, 17.9 60.3
5.2 a9 - [ .1 3.3 b 9.2 . - a. . R e
9.5 i R ] “14.3 - 0 14.0 ¢ - o -9 o
3.7 ] 9. -] 1o.5 - 0 1.2 2
5.5 I - 17, 8.8 - 11.5 - - . -
17.1 - - . 2. vi2.% - v 16.1 - .2 - =
.2 £ - . a. 3.2~ 8.7 - .2 .1 -
2.1 5 - . ER 6.8 - -8 - o - -
o - ] B o -0 ] - .2 2.8 2.4
q - .8 N [ o, - 9, 1.2, 5.4
] . 52, Yot e S - 1.5 1.1 5.5
- - o 5. - - 1.8 - 3 1.2 6.7
4 - N 4. - - .5 - .1 i 7.1
- - - 5. - - 4 ] .8 2.1 4.5
- - 5. = ad= 1.8 3 1.3 11 5€

4 Postal Sezvice wam created August 12, 1920 by Publle Law 91-375, and ls no longer a Govarnment
agency.

i/ Totels do not include CIA figores. [VIII.A. VIIL.A.1 and 2; VIIL.A.2.(a), (b}, (¢} and (d)g
VIiX.

A.d. - Totala)
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||zu_ Doy DSDA YR e wsT VA _TCC poc EPA - ACON - HUD TREAS TVA DOT .- DOL ERDA NRC HASA ARMY HAvY FORCE ° TOTAL,

I1II. Actiona on 1 JETA T Anued)

B. Total numbar of Patent Applications
. tlled by Ggvernmant {Tabla I, . . . L o
Rowa I1.B.2. + II1.B.3.{a).}) (continued) . - R . . : .

2, Govarnment has license (Table S - - . -
I, Row II.3.2,(b).) [ LI ] 4071 ] 1 6. 2. 2 ] L ¢ 4 5 ] ] 31 251 (1) A 275 1,105
- C. Percentage of Inventicn Disclosures
raceivad on which Patent Applications
were filed (TAble I, Rowa 1I.B.2. + =
111.B.3. /Row 1.A.} s 19

PRIV PR T T 119 230 o [ e

@y 1o EIURNN LR STEN A1}

1. Peccentags of emplayce

disclosuras {Tabla I, . AR
ROM II,B.2./RoM T,A.L.) a4 9% 1000 Q9% 2y a €1 -goL- 16w, BO% 0% 10D% 50N 284 41% SOt m 08 an LELIENE 1 4 50% L3

CPal ¢

2. Percentage of contractor . ; S s - . . i
invention dincloouras . L . - H "
(Tabla I, Row [II.H.3}./Row d -

1.A.2.) T 1 113 (110

2% 40 .- o 13 -2EN Q4 conl OFXC oy L am 720 ot 0 6% . oan 35 27

D.  Humbey of Invention Dis¢loaucas for
which & Determihatlon was pade to
pubiish rather than patent (Table . i . .
I, Rows II.B.4. + III.Bu5.) 890 ] 118 178y 153 3 0 ‘e0 14 0. 6 0 166 14 17 [TE ] [ 13 92 ] 2,218,

X, Humber of Invantion Disclosures
on which no protection was sought
{table 1, Rows I[.B.5. + III.B.G. . .
minus II.B.4. minua [1I.B.5.} 19 ] @ w0 72 17 3% Lb28L L8 2 [

115 247 . 652 5637 ! o 13525 4105 5970 4707 | 36,145
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IAMES O EASTLAND, MI3D., CHARMAN - : - - - . . SUBCOMMIYELE:
EOWARD M. KENNTDY, MASS.  SVROM THURMOND, 5.C. - L : BIKEH RATH, JHD.. CHAAMAN
BIREH DAY, IND. SHARLEE MG d. MATHIAS, IR, WD, : HOWARD W, METZENBAUM, OHIB WALT. VM L, BGOTY, VA,
RORERT C. BYRT, W. VA, WILLIAM L. 5GOTT, ¥ v 1. IAMIES B. ALLEM, ALA. GRRIN G, HATTH, UTAR
IAMES ABDUREZK, £, DAX,  PAVL LAXALY, NEV. JAMEB ABOURRZK, B, DAK.
JamES B, 1 ALA ORRIN G. WATGH, UTAH
J0SErH P BIDEN, N, DL, WALCOLM WALLDP, WYO. . MELS ACKECRION, CHIEF COUNITL ANT EXECUTIVE GIREGTOR
XM €. CULVER, I0WA . 5 u MARY K. JOLLY, BTAFF OIRECTOI
HOAD W, METYENBAUM, DHIQ B ‘ : - KEViN ©. FALEY, SENERAL COUNITL
DAk DEZOHCIN AR s

FAUL HAYFIELD,

"“"%“E*:?m'””'m' ’Qlfmieh Biafes Denale

COMMITTER @N THE JHDICIAHY
BURCOMMITTEE ON THE CONETITUTION

WABHINGTON, D.C. 20810
zJune 21, 1978
The Honorable Gaylord Nelson

United States Senate
Washington, D. C. 2051(}

Dear Gaylord:

I have shared your interest in the proposals for revising the
federal government's patent policy and have been interested in the
hearings that you are conducting before ‘the Senate Select Committee
on Small Business, *

Of particular concern to'me is'the heed to formulate a new
approach to patent policy with respect to discoveries and inventions
arising from govermment-financed research 'in our colleges.and universi-
ties. In all of our patent policy we must put foremost the vltimate
best interests of the American public’ in benefitting from new develop-
ments. Our policy must both provide incentives for such developments
and assure their application and availability. Both considerations
must be present in our patent policy concerning govermment-financed
university research. Dr. F. N. Andrews, the very highly respected
Vice President for Research and Dean of the Graduate School at Purdue
University,has compiled the enclosed materials which I believe reflect
the considered thinking of many of our coileges and universities Tegard-
ing government patent policy. I share much of the concern expressed in
these materials, and. I would gréatly appreciate-it if you would make
them a part of the hearlng record in the hearlngs you are contmumg
today. .,

I lock forward to learning of the conclusions of your hearings
and working with you to formulate a pollcy that'will protect the
legitimate needs of the government and insure that new discoveries
and inventions resuiting from this research are fully utilized.

f'@n@“&m

Encis.

Sincerely, n
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Enclosure #1,

. Publidly supported acadénté 1AS«jtutions have lciig had’ nn
objective to encoursge: the ‘devélopmenti of hew knowlndge and T
new ways of ‘putling knowledge to'prdadtical use by pub)lc;thn,":
oral presentatlons:.and paténts] ‘We' ‘£1umly Belisve t'a! uu555 S
information must acerue: to public benﬁ“it Many o thoe "
benefits can:orily adérue -thiough the patent system, o
Most adademic tinstitutténs receiving federal’funds foy™
support of research have a well-defined patent polivy Whith
(1) stimulates ‘erdativity, (2) éncourages dndiustry” e inves»
risk capitdl -to bring technology t6 ‘the market placé lor public
benefiu, and “(3) protects’ the pubTic “ihterest’, : o
UPhe vast majority of “inventions ‘at academiu 1n°titut*onq )
are embryonic in nature. Without risk capital to bring ihese 7Y
inventions to the market place, ‘soild inventions will never
accrug benefits:« to the public. WLt proprietary protection,
no donpshny ean Justify ‘1nvésting miiliéns ‘of dol]azs imari
embryonlu 1nvention to- ‘et the technoloby “to’the mazket ior
public berefit: Neither the academié- inutitutlon Hor -the
federaELgOVernment?15Llikeiy"to”invest’%hé”feédﬁrées“hecesSﬁ v
to develdp the dnvention ‘to e markeétalile product or process:
A government policy of taking title to inventionsand nén- -~
exclusively licensing to ore and all has not and willimot
atﬁract risk éaﬁitai: Poxsequently, not the EOVLrnmenL nor the
academic institutions,; but “the" public, whiose mongy was 1nvested’”
in the rédédrch, will be ‘the major Lesey, 0iss- - oram e 10w
AL th; end of PY 1)75, ne" United  States Government” dl:eady
Had -t¥tle Lo over 2,,000 ‘prtents with orly’ about 1300 - e
(approximately W) 1iv enued CTheréfore; upproXifidtely ninetys
five' percent! (9%¥) werd hot eontriduting o the healtny -
technology, and generad welfare of the country. It is ‘questions -
‘able if the best interest of the couniry is served by vesting
title to inventions in the federal government.
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A recent survey i forty-eight (18) academic Institutions
by the Scciety of Unli:rsity Patent Administrators showed that
Tifty percent (50%) ¢! the patents titled to thoae institutions
were licerued . This..is a marked contrast to thUmUJLitléd‘Lb
the United qtatus ho”Prnment._:An-inventionamade with. public . -
"fundﬁﬁonly.bgpcfigu.Lneﬁpublic,if»used,,;Ncgbena?its_apurue-if-~
" the patent is.only « statistic in the..Government. .archiveu.

Any aution or lugislation affecting government patent -

© policy should have unly. one group in mind - the public.that has .
.paid for the rvseuq@h, Any actiqn taken :should mnximi_u.the
public bexefit . e cL . N o

In my time 1'maining, I would 1ike to: shaxe with you. some
examples of the. 1Lsu1ts of & patent policy that we ~have :here. at :
Purdue Universi*; which (). -stimulates creativity, {2) encourages
industry to iny st ,risk capital to bring technology to.the market
place for pulli benefit -and (3) protects the public interest.

_-- B . . . ,CASE I e e T

"'In‘196 '_rraduate student at Purdue, working with a heat.

) transfer probl-m, conceived what he thought to be.a new. design
for &g compres o that would have cooling applicatlonu in the
automotive 1!1ustry.‘_The new design was thought to be in- .
efficient_fgy autometive uses.,  Nevertheless, Purdue: Research...
Foundation.a. 1ced to. provide limited fﬁnds for further; work at

- Purdue, and :¢ patent.this device -if the- inventor could prove

'that it WOIdld S B T R o s T
) To maLuAs very long qtory short the - devlce dld w01k ba 1c~
United States i qtent_ Numver 3,686,893 was. obtained. on .the device -
by Purdue leseareh Foundation. We contacted -over V5 gumpanles; -,
both large and small,..and no one was 4interested -dn llcensing the
teéhnologr Finally,. an exclusive license . was granted the -in- .
ventor ant hﬂ formed his own company, to.see 11 he-could attract.;
the nece:: arv qenture‘quipgl to perfect. the devivce: and to bring-
it to mnjkpt.: - :
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Ay the present t .ne,:this-company 1s marketing prototypes
of the: device énd'it ras raised over $10,000,000 in: venture . -
capital based-on 1ts wackage of technology which is 'protéct,ed
by the basic patent :entioned plus’ patented improvenents, .o

The- only real rroteetlon. this small: company has. f'rom a
faid and possivle ‘s hnology takeover by a large corporation 13
the company's patel:l position and execlusive license- agreemunt
with Purdue Ruesearch Foundation. - .

- One of the coijcerns of the risk capital.venturevs 1 the
company stock. Tret the beginning has been the strength of its -
patent position ard. the 11censing arrangement’ with: Burdue
Research Poundatjln.. e R SR S S .
o CASF TT - v o e mlel e

,'One qf'our shaff membérs in Horticulture, Professor Philip
Relson,- is a sty .ent of theﬁtomato;industry_;sPhil.realizeduthaL
one of the prob]qms'of the small producer was that: product
sales predlctior 5 had to be made in the fall within two or three
weeks of* the havvest':for the entire year: ahead.: The Freason for
the decision is rhat no small producer could afford huge »° .0

refriﬁerated prifuct’ storage facilities. fors.the :tomator product
" in bulk, ‘and hence. thé product was canned -at ‘harvest into catbup,
paste, Jjuice 'o¥ what have you.and-so the: entire paek was always:
committed for.Lhe coming season = :the packer conld only hope that
te had enough «atsup and*hdt'too much'Juice, -and- the smhll-packer
was- almest nerdr right .« the big proﬁucers ‘weren't’ either but .
they could Le-tler afford tor be wrong, - o er e i

86 ‘what didPhil ‘Nelson do% : He' ‘teamed ‘up with another
staff member; Frofeasor Glenn Sullivan, an’expert in agricultural
‘.économios,'apd'they decided’ after market -anslysis, that partially
processed timato produck could ‘be ‘stored: economically in
wirefrigerased tanks, ' fhis assumed that.an efficient valving i3
and stertddrotion -system could be created:that would permit un=
refrigerated storage of tomsto product;y which would:thon. make
the econom®ya aovoptablc bo tie .smaller packcts.: i
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;rAt-this:pmjnt,.they:appréachedhnurﬂue ReﬁearchsFoundntion‘
and, again: tomake a-very long.-story short, Punﬂihg was obtalned
fon-a~reséarch grant; for: them:from Bishopric,” a medium-s Ured o
c0mpany:in"CIMJJHnati,fOhioygthaxnhadgthe<know-how=to'ﬂihepgluss
line tanks: which was :a necessary:part: of:the. system they knew
they'would;needr-ﬁsuch support: was possible.because: we were able

to assure-Bishopric’ an- exclusive llcense to practice any. techinology

" developed. el sl ; R

. Technology was perfected, patents ware: obLainv! ard . aqsivvnq
to ‘Purdue Research Foundation-and as part of the ag!vemenp,_phe
technology: was licensedrexclusiyely. to Bishopric.- RENE R

In 1976 the Institute of Food Technologists Avhievement - .f
Award was made jointly to Bishopric Products Company amd Purdue
University: by the food: Industry for‘their"si&nif;cann contribu-
tion.. - This-was the Lfirss:time: this: prestlgiou award had, been:’:

madé to.a. universiuy. RS B IR i &
e RS B S CASE III S Tl . L ii
Not -all-of our staff and student inventors creﬂte BeW  Cans

©indus triessz? royt e L Flamg et L B ; s
‘ ‘But; many. do make\scme significant bLientlflc»vatrlbutionb
. that probably would not resnlt-An any.usesul productrif We coulv
not. patent these dnventions .and:-1dcense:them to. industry, hwjﬂ»q
« Por exampley::Randy::Hall worked .for :Purdue -gs. an Assistant .
‘Prbfessﬁf +An 1973:and. ‘in ‘thei.course of-his:-workihe become: dis--
satisfied: with the. results he.obtained” from the stapdard. gas .
|hromatographic electrolvtic detector: at: that time.. .. Lk
‘Randy: worked on .an- improvement, and he approached Purdue
i Researeh Foundatlon aboutl a:-patend...The Foundatim contacted
CARACORy - whose dnstrumenis. Randy: had- been-using, and they agreod.
?b pay for -potenting costs:-and .to give some; further; rescarch -
sunport if they: could. have ‘anexclusive. license ‘on the device "
_ whiny snd A0, it was perfected ~ at that;pointthcre wus, no
agyurance-thatl il would: be.- B . N i

FORTAN

) llowever,. T am happy Lo rop01t ‘that the- sclenllliy Communit\
new hus a new delector commercially avallable, it ls ealled the
. Al R
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Hall Detector aod 1t 15 protected by va1ious U..8, iateyts,

1°saed in fhe hame u1 Randy Hall, and asuigrvd to lurdun hbquaroh f

Foundatlon. e . l. -
Now we ara confronted with new challenges, ,specﬁalix jﬁf;'r

the energy Freld, o T

Onre oi e boienuists,_br. George Tga a8 dpplzolrly cmne.'*
up with a hw;nly efficient pxocess for Lorverq16n of a WiﬂL -g:yo‘
of plant ma*trials into glucose, and then easily into 11vohol;

One of =he plant materials that can be so converted is corn,
another is nrusar caue, and even crop residues can b cvon-
verted by {i1ls new process. . L ' .

Al th's time I have directed the POunda*ion to uive Dr, Tsa0
vhatever s slstance is necessary to bring this new provess to
commercia! realization in the shortest pchsible tim:. The usual
questions +ill be asked of the Foundation, what docs the process
do, wiil "t work, 1s it economicallj feasible, and what's in it
for us? '

Gent lomen, the last gquestion is the heart of the free
enterpri: p systém and the one to which every innovator must respond
if he hores to see his dream become reality. -

I do not know at this time 1f the Unifed Stales Government
wants to fund the massive research and commercial effort that will
be required to commercially utilize the Tsac process, T don'l even
know 1f 1t will ever prove economically Teasible to do so. I
don't know if it would be a good risk for the United States tax-
payer t» fund the entire research effort on the Tasao techhology.
But ir Lhey don't, and if we ever want to give thls new precess
8 chan v to succeed in the foreseeable future, we must make the
hard ducisions in concert with one or more Industrial sponsers who
are willing tu risk their funds, and perhaps even thelr corporaie
futwres, o an entevprise of this magnituwle., If we are successiul
with "his provess, we could hawe one of the many partial solutious
to ous enorgy erisis of the future, If not, then somebody is going
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tr lose a 10t i' whal can cnly be called "venturs capiial®, And
rémember, 311 ‘he other tnventions’ T have mentioned werd just ss
‘gpeculative 2. tho ecarly stages of thelr develupmenl as the T3ad
process 1s row, R o ‘
Should "he public bear all of these costs of lechnology

tmplementyu: "un, or should we continue o let Lhese nosts bu borne
uy free 1 triprice as has largely been Aore 'in the pash, wilh
tunee of a viable U, 8. Patent syatems '

the assi
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‘Bnclosure #2

" BAYLOAD NELROW, WK, CHAIRLEAN +:': & "t
THOMaN J, MO IHTIRE, ML 00 LOWELL Py WatCKER) b, CONN,

WAM NN, D . EEWEY F SARTLRTT, OMLA. 4

WOLLIAM Dy BaTlwAY, MANE  BOB PACKIWOGR, DARG, i . .

FLOTG K, MARRLLE, €000, . Lt ‘.

L N R ) Q{E’ll:lt‘h f!(ll‘)(“ EQAS &c‘ltﬂ:fc

WRLIAM i, cnglllullv. EXEGUTIVL DIRCCTON
WENDEAT L. BriRA, CHIke COGnpdt, | SELECT COMMITTEL ON SMALL BUSIHESS e

"ROOERT 2. DOTCHIN, RINGAITY BTAFF DINKETOR : . WASHINGTON, D\C. 20510

March, 24, 1978 .

F. N. Andrews : oL -
Vice President for Research & : ’
Dea of the Graduatc Schegl
Purdue University ‘ N

Graduate House East, Ste 160
West Lafayette; “Indiana 47907

Dear Mr. Andrews H

Thank )rou for expressing your interesf in the study of Government
patent pelicy undcrtaken by the Monupoly Subcommit.tee of the Senate Cormittee
on Small Business.

! To indicate the progress oE the study, I am enclosing a recent press
releasc announcing that the Office: of Management and Budget has.granted my::
request for a stay in the effective date of a procurement regulation which
would permit wide use of an Institutfonal Patent Agreement giving wiversities
and uonprof:l.t nrg:mizations first optlon to own t:hc rights to :anentions )
resulting from Government~sponsored research. - o

. The stay of 120 days will allow the subcommittee to hold hearings
on the history, legal basis and implications of the- Institutmnal Patent
Agrecment as ‘an- implement of Government: patent policy..-= bel

ileuring d.xr.es have not yet been snt. “If you w.tsh to be kept
let me know. T

GN/E‘J’}' o : B L R . i
Encl. ° YT

32-835 O - 78 - 7

i
i
i
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~ PURDUE 55 oo
UNNH‘LITYOHIC[ OF THE VICE PRESIDENT FOR. RESEAIICH

AND DEAN OF 'IIIE GRADUATE SCIIOOI. s

April 20, 1978

Senator Gaylord Nélsi“jﬁ‘ ’
Chairman

Select Committee on Small Busmess

United States Senate .
‘Washington, D. C. 20510

Dear Senator Nelson:

Thank you for the opportunity to present caschmtones :
businesses that have been fostered by a transfer of Purdie’

N

First, it s‘eemja appropriate to siate the genp_‘al.iOQéf.\ﬁie\g _of,i?urdue 1aelh
University 2s it relates to technology in gune ral,

WL L

.. Cuar mstitutwn. as well as many othor publicly supported acadéemic in~
. atitutmns. has long ha.d the dual purpo of evelopment of new knowledge,

" and implementation of such knowledgr.. in a pracncal way, which :cmplcmcn— !
tation may be accomplished by publications, seminars, extension services,
:and all of the many: other ways:in wlnch the. Un1vc1 sﬂ:y d1ssemmatus know-

side of research.

However, someh mes -in the dxscovury of basxc knowledge and applica-,
" tion of it to practical probh.ms,' embryonic ‘paténfable-inventions appeari: It
is not lhe Unw&.rsu‘y rmssxon to mvcst venture capital to bring these inven-
S i eahty is the only form where such
inventions will evi® BenGiit the pul:iu."" A v.:l:n:(.l).nk1 to the ‘Socivty of Un:vurmty
P..\tu\t Adnumstr.uurs, at the 1915, the United .Gtates gov-
ch unly about’ 1, 300 were
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Senator Nelson i
Pugu 2 ‘
April.ZO 1978

Socmty showcd that 50% of thd pdtcntb titled to 1thost: mstltutlons wcrc :
licensed, ' The' dxffurulcc i hccnbmg, practu.c., bctwuun "the U, '8;" gcvgrn
ment and’ thL typical acadcmxc 1nst1tut10n may prov;ld p-nt of tln_ Py

for the lar c d;fierenc e, : :

" TH g‘ow:i'nmeht typically offers’ficensces to all comiers on'a royalty’
free, non-exclusive basts., Universitics such as Plrdue; through its agent
Purdue Rescarch Foundation, typically offer exclusive licenses to tho.‘»c
compames or 1:1d1v1du..115 who are w:lhng to 1nV’LSt bufhcwnt vcntu capnal

the largest corporatwns i Amer:ca. but, ‘On thed othur lmnd many small ¥
companies have also'beén 11censed many’ t1mes compithies foriediby the'™
inventors themselves for the sole purpose of-biinging the* ‘ernbryonic ‘technology
developed and fostered here at the Unlvers:l.ty to commcrcml practmahty. s
Some such case hxstorws Eollow : :

'SYNCHR()M - Dr. I"rc.d Rcl,mcr, g Pwedae 5tdff viiembdr, i8 an‘éxpert

in enzyme immobilization, and he has dond’bufstanding basic work in

: . this ficld. With the assistance of Purdue R.c.se:.\rch Foundation, he was
'grantcd United St:ltcs-Patent Nov 3,963, 299, entitled "Bondid Ca.rbohy-

drate Sla[mnary Phases for Chr omatobrnphy, Wiwhich was’ aggigned” ‘16

Purdic Rescarch Félihddtion, and tidn Dié Regnier and™his’ collc'lgue.

Dr. Shung-ho Chdng, dlso were granted United Statv:, Patuent No.

The Foundatmn, as the hcensmg agent for Purduc Un1vur81ty. sought

licensces for the new teocl nOIOL,y clc_scnbu:t in-these patents) * Ev;ntually
“a lab'assistant of Dy, Régnicr, Karbn Gooclmg, and héi husband; ‘David :
Gooding, requLStL‘d a license undoer (the’above’ tgchnuloby which® they ™ i
would use to start their own business, Karen and Dave formed their own [
new corporatxon whicly they n«.tmu.l "'SynChr onm; " agcepted a/license on i

" the above’ te_chnoluby fora certain ficld 6f'use for a product they ex«

pectod to sell, and hive since’ built’a small minufacturing facility (about
20 fect by 20 feit) dnd lmvu stm lccl'to hcll a pruduct wluch umbodu,s ‘the
hccnsui tuchnol ; : :

BV

We bolieve tha without patent’ protcctlon, ‘thig’ flcd[., g busincss \Gauld
“have’ vuy Yittle ‘chance s of succeéss because of thethredf ol a large: cor-

‘poration lal:uu, over their’ prutlm.t line’ onde-they’ have ‘demofistrateéd: . .
“gommercial’Suceess, Aslong as ‘thewe pntcnts remain vm.blu tlm e !
businuss may be t\pm_tucl to flourish. STt L T

i
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Senator Nelson
P : Page 3 :
DRI . ] April 20, 1978
ROVAC =-- In 1969 a;graduate, Studcnt at Purdue, workmg with a heat
transfer. problom conccw(-d what he thought to.be a new dcmgn Ior a
,-:.c0mpressor that would havc coolmg apphcntmns in thc nutomotwe in-
dustry. The new d<_51g,n was thought to be mcff;mcnt f0r automotive uses..
Nevertheless, Purduc Research Foundation agreed to provide limited
funds for further work at Purdue, and to patent this device if the inventor
could pr0vc that it wo:-kcd. : i P

To. make a. very .long stOry short. the dcwce dld work basm Umted

-. States.Patent No, 3,686,893 was obtained on the device by Purdue Re-

Bearch Foundahon. We contacted over 75 companivs, both large and
--small, a2nd no one was.interested in licensing the technology.. Fmally,
an exclusive 11censc was granted th(.. inventor, and e, formed his own,
company, to see if he could att ract the necessarty vcnture cap1tal to

. perfect the dev:c:e and to brmg 1t to markc..t. .

At the present t:tmc, this r,ompany is marketxng P or.otypcs of the. devme. '
" apd it has raised over $10, 000, 000 in venture capital based on its

.. package of technology. which is protected by the basic patent mz_ntmned
plus patented. lmprovemcnts.: o : :

-,;The Only real protectmu t]us small company hnlb from a r:ud and poss:ble.
techno}.ogy takeover:by-a larg(_ corparation is the company 8 p'l.tent posi-
t:lon and excluswc license agrez_mc.nt with Purdue Researci\ TFoundation.

One oI thc concerns of thL 1'1sk capllal venturers m the company stock
from the begmmng has been the strength of 1ts patcnt position and the
hcensmg arrangcement with Purduc Rescarch Foundation.

- .-A copy Of a.n arucle in t:hc August, '-,19?7 Forbcs mngazmc about Dr. ’
" Edwards zmd ROVACG is nu.m_ht.d to this letter, as wu.ll as & copy of the
,corporat;ons latest annual rcpart. - o
_._AMOS -~ One of our slaff l'nennbcrs. Dr. L. Sh.vcn Beckham. mvented a
new device called "A(L‘Iubt"lblb Unit for hp;ral Sc:p-”lr'ltOr Seed Processmg
,Mac]unc. ¥ upen which a patent is.pending filed by Purdue Research
,'Founda.hon. Dur, Dcckh.).m thouhht his :.luvlce had great potcnlml :md
&ince the work u,quu'od was more dvvulopmt_ntnl than basm. the propcr
avenue for performance of his work scemed to be outside the Umw..rbxty.
;- Therefore, he jncorporated Ag-Machinery. & Safety, togk in some other
- dnvestors to raise the necessaty venture capital, once he was sure that
he would have o licgnse, £rom the Foundjtion to practice the invention,
and proceeded to have the deviee manufag {L:rud, and he has been suilmb
this grain scpm‘.;tor. R :




¢
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Senator Nelson

Page 4
. April ).0. 1973
We have been advisied. that: the ventureshas beévn‘a commercml- Hugcessy
and Dr. Beckham has also licensed other University technology, €n-
_titled "Ducted Grain or Material Ladder fox Top Unloading of Storages;
and Vessels, " upon which the Foundation has filed for a patent, which.
grain ladder may be used both in conjunction with the spiral separator
or as a separate item of commoerce. . We feel that Dr, Beckham's com-
pany's ability to obtain venture capital related, at lcast in part, to his
company'’s pos:.txon as the exclusive licensee of Purdue Research
Foundation.” Both the spiral scpa.: ator.and the grain ladder are faixly
s:mple\to construct and’ would'not be difficult for 2 competitor to copy.

Again we feel that the pd.tent posnmn cstablished by the Foundation, and
the position of Dry Beckham!s company as an exclusive licensee for the
technology, helps-assure his continucd commercizl viability in a hxghly
competitive market. i

A sample of Dr, Backham's advertisinglliteraturc is attached simply to
illustrate the type of product being sold under exclusive license from
Purdue Resecarch Foundation,

. - N
In conclusion, I hope that this responsc will illustrate the fact that em-

’ bryonic technology developed at the University has been Lbrought to commercial

use by the technology transfer program administerced by Purduc Rescarch
Foundation on behalf of Purdue University, and it should be pointed out that if
a government-wide institutional patunt agrecment were adopted such as pro-

posed in the Federal Register, the technology transfer mission of the University

would be greatly simplificd and more technology would probably be brought to
the consuming public at an earlicr time than might otherwise be the case when
petitions for greater rights, requests for transfer of title, and the like must
be dealt with agency by agency under em-tml., patent statutes, rcgulatxons, and
policins.

It should be pointed out that none of the three small businesses described
above are licensed under technology that arose at the University out of re~
scarch done with U. S, government funds, but the principle is the same, and
the technology transicr propram would be the same, but [or the many dis-
abling strings referred to above that must be deall with on an agency by agency
basis whenever federal funding is involved. It should also be noted that we do
have other examples of governmoent funded researel that has produced patent-
able inventions that have been leensed buth to lurge and small corporations,
with notable uxceptions being those agencies that have a strict title reservation
policy, and inventions that come out of that type of rescarceh usually end up
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Senator Nelson
Page 5
April 20, 1978

W§: ¢ hppe- th1
deliberations.

W Chma
. FooN.-Andrews

Vice Prcsmu..nt _Or R‘_search, 3
~Dean of the Graduate School

FNA:TRN:d
. Encs.
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" Who Says “Cnncept”

Stocks Are Dead?

Rovac’s new mr-conduionmgwut ;&ay never -

- cool millions of homes and

B Déji Yu: Tom Edn}«ards"'
By PHYLLES BERMAN
IN the brud-new headyuurters of Rovar

Corp. in Rockledge, Fla., there is one
empty office. One day—may!

Why is it empty now? Because Rovie,
ane of the few hut-vencept campaniss to
wome down the pike sinee the gu-go
days of the Sixties. hasnt a marketing
director and Bas et to market s single
product—or even. it appesrs, to identify
its marker. Yet its stock, bevk value 36
cents, sells for about $20 and the com-
pany’s total market value i nearly $:00
millien.

Rovac is having a lot of trouble even
getting its produc: to work well. and it
has alreaty had troubles with the Secure
ties & Exchange Commission over its
mongy-raisiag actics.

A concept it has, though, In brief, it
Is thiz: Rovac kas the tecknology for an
air conditioner that uses air and water
“ather  than Freon as o remgerant.

eon. Of course, has beent damned by
thc: National Academy of Sciences as a

30

certamly can heat up the stock market.

reason the Enviconmental Protection
Agency has prupoesed  banning seme
Freon gervsn) propellants. Freen is also
the cupling agent in most existing air
conditioners.  So. #  Freen-propelled
shaving cream is out today, the reason-
ing goes. Frean air conditioners could
be gane temorrow. And Rovac's air con-
ditiener is the only feasible non-Freon
une on the horizon.

There is just one hilch in this happy
story: The Feds may have no intention of
banning Freon as a refrigerant. Says an
"I dun't think it will ever
Rovic contends that even
so, its system is more eHicient and
cheaper than conventional models, But
withaut the aid of law, Rovac ny never
get off the ground.

Its a long way from 2 concepl. no
matter how brilliantly conceived and sal-
able. to a product that can e muss-
Driduced. 50 tar. Hovie das produced
enly u dozest ar-conditioning machines.
all of them by hand.

50 what makes it, as a company, worth

threat o the ozone laver. That's the

3100 million? A stury, that's what. Re-
member what 2 hard time Chester Carl-
son had unti] Halwid (now Xexox) bought
him uut? How much meney has been
lost chasing the will-o™the-wisp of “an-
other Xerox™?

The Rovae “circulator” is the brain-
chiid of Thomas C, Edwards, 34, the
vompany’s president and founder, an
amiable and enthusiastic  mechanical
engineer. Like all mechanical conling
systems, the machine works hy com-
pression. But Edwards uses air and
water—rather than Freon in the pipes
over which the uir passes—as the actual
cooling medium (using some of the
same  principles in air-cooled aircraft
engines).

Edwards developed his deviee that is
the heart of his techmlogy for a high
school seience Rir project 17 vears ago.
Ten vears leter he used it dor his PhD
thesis at Purclue University. Then he put
1t aside kor three years to teach college,
but couldn’t get it out of his mind; so he
obtained $15,000 in 972 and set up
Rovac {for Rotary Vane Air Cycle).

FORBES, AUGUST 15, 1977




Touring the East:Cadst with a slide
show, Edwards w;

ather $500,000.
perfect and manufacture his deﬂgn 50
in 1974 the brish: little company went
public—no mean feat in that bear mar-

ket--uﬂlsmg another '32 million. The

price: 35 a unit. "How did.they do it?”"
woky Eélmds ﬁrst_underwnter. Stanley

to dqliver pro!owpes to Generdl Mators,
Ford;” Fiat; Chrysler, the. Army and the
Aic" Force. They. made an. unbearable
‘Doise and were too heavy. To debug e

them; Edwards needed more money.
" Enter Allen & Co.. theiwheelci-deal-

- er ‘imvestment baskers. famed a5 the
. sponsar ‘of another hot-téchnology com.
" 'pany, Syntex. The pioneer in hormones °

for use in contraceptives, Syntex was 2 . - .
-“eonce'p!s move slodts I!s not highl\."

‘spectacular growth stock of the Sumes
Allen offered .a private pl in
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Ray Stark and former ambnssadur to
Cuba Ead E.T. Smith, ™

Munwhlle Tom Edwards was sellmg -

off someé of his shares—almost $1 million
worth. He still has slightly more . than
half of the neirly 5 million shares out-

this is another Xerox or Puhrmd

Hardly less edthusiastic s E.E. (Bun)_ :

Geduld of Jersey City's Hermog, Heine

"7 & Co,, which makes a market in Rovac,
B} stoqk. “It's a cqmzpl,"_ be says, “and

“, .. ‘Concepts move - .
stocks. It's not :
technical. {Anyone] can’
understand ...

- February for -Rovac that will bring it up

P technical. You gan- d it. fcan
unders:and it. ‘I‘Im s why the lttle guy
buys it.”

* to 33.5 million, enmlgh to produce 1,000
units a month.

Bernard Stein, the Alien vice presi-

dent who handled the deal, says: “What

we were looking for was #nother Syntex, -
We told our investors, 'It's a great crap -
shoot, You could lose everything...[but] -

- theoretically you could invest 34.50 and
get back SE000." " Among the people
who took a chance at 84.50 for a.go at
31,000 were people like movie producer

What is the Httle Buy” l:mymgp

A stock with a book value ofju:t 56
- When the pumluser opened the barrel.

cents a share,

No sales. No enrmngs No produc{s
- "No clewr marketing plan for applics-
tions. {Inventor Edwards has tackled the
original-auto-equipment
truck-cab food refrigeration market and

_the housing market,. Now he's tackling

the auto market again—only this time

with a.new improved version, e’ after

_Ahe consurmers, not the pros in Detroit !

“Add.to this & couple of brushes with

: the SEC—the first for- overselling the

‘original private placemént. the secoml

* for rigging the frst public uffering i
“standing: “That's $1 million in: his-bark
account and another $50 mitkion on’ pé- -
per. Exults Edwards: “I'm very certain

19174 bolh seﬂled by a pmmisc- not to o

Ina si gfe hour last Det:emb(r Rovue:

'dropped'ﬁ'mnmmnshuetnsl'loﬂ

for no‘apparent reason. The stock recon-
ered the same day to 820, about whers it

.stands today,

“Méanwhile, Rovac is about to go back

: :(o the well for more money.” Edwards

says hé favord & publié offering. Allen &
Co. savs it'would prefer a Joan, to avoid
further diluting the equity.

Rovie could be another Xerox..On the

~other hand, whenever we hear “about

stocks selling at fancy prices when the
mnpany doesn't even have & marketahle
yet, we are inded of the one

. ahout the firmer who' bought a barrel of

oystérs for'an icresistible $2. “What's that
vou got?" asked a friend. “Oysters, got
‘em for.82 the bamel" said the farmer.
“That's a fine price. 'l give you 84 for

" 'em, " said the friend. And so it went, until

the oystets finally changed huivds fur 546,

he found the.ovsters were inediblé. Mad
a5 hell, be pursued the chain right back to

" the original seller, who turned out to be a
market, the - :

canny old sailof-in a seapart.
“Them weren't eating oysters,” ex-
plained the saflor. “Them are selling

oysters.” &
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"Enclosure #3

WESCONSIN ALUMNI RESEARCH FOUNDATEON

$OST_OITICE, uox 7.105 . LY isoN, W ts, s3ror %, TELLRHOKC Mm,ﬁ, noo

_M.mnx 1973,‘ e v 2032831

M. Smarc 1. Etz-‘nstat _
Asgsistant 1o the Prosiden:
for Domestic Affairs & l’oILcy
The ‘White House- i SR
W'tvl:uu,ron, D C 20500 EEERE RN SRS

Dear Mr. l::zonqta{-

Having actively participated in the meeting of January 17, 1378 benween,
on the one hand, the President of the Universitics of Minnesnta, Purdue,
Rochester and Vir ginia representing the Agsociation of Amcerican Univer-
silies, represcatatives for the American Comcil Jor Mducation, and Lhe
Committee on Goveramental Relations, Nationat Aswogiation of College?
.and University Busingss Officers and, on the other hand, Me, Malson of
the Domestic Tolicy Staff and Mr, Havtke of OSTP, Lwas cognizant’of
the concerns of the Adnnmsuﬂuon in Lspuu ng a p.ulh ul.u s u.tu.ll
pmcnt pt)lln..)’ R .

As the noewly clcucd l’ esident of the Socicty of University Patemt Admin-
istrajors (SUPA} 1 conveyed these concerns 1o the membrrys of our 'Sm;icty
and, on behall of the Socitty, desire ar this tinwe to cmlorse the position -
of the Unjversity scctor; which wus set forth in the recent commuuication. | .
o you from the:American (.ounml for Lducation and sister m&\mi.::uiuns;

Smcu lh:st o u fon pnpm' dul not .mnh'u in Jdetail some nf the fuml.um mal i
reqasong.for reaching the conclusions exprossed, and since SUPA Tolicves

that gueh an .m.llvn.\,, is.an unp\n[.uu vlement for wse and Tor the 1o 'ont
§nghe current t!chhck .lll('lns wn Federal patent policy and may, 8s wetl, be
enlightoning 10 those who are less famitiar with fteikeciual praperty i -
the tranfer of teéhinolopgy, you will find inthe euclosed paper’t diseyssion
of the analytical basis for the position of the tiiver sily soector mnlits
suppart of the Thornen nm II ll 'n\?u




]

Mr. Stuart B, Pizenstat =2 e acMarchol, u78

Although all of the conclusions that have been redched in the attacliod
paper are.not docunmented by statistiza! evidenee, or with all tw o; Ui
that might be desirable, we are also fully awnre that the proponeits of
the title-in-the -government. positiorare a!so ot bolsterad by any such
data. Whore, in the analysis, u‘fuvnu.- Tas been made to cortain studies

- which Have been Condutted we fn‘m!y Leliove that thise stutics uniforily”
support the 1R, 78596 approach, “1n addicion] ‘the analysiy reflects the
experience of persous who h.wc bo en extensively fnvolved in e tee Imology
transfer process and comports with my persoual views which have been
generated over a period o excess of 17 years as i . LCowrsel f()"_’lllC.-'.
Wisconsin Altnnni Rescarch Foundalion, the parent adinihisiration and,
technology transter agent for the University of Wiscongin, A!m\" all,
my personat experience has indicated that the title-jn-the-gbvermment.
approach is a wremendous disineeniive 10 the successiul transfer of
1ecimolopy o the public for its benefit and, in fact, functions 1o stifle
the ck,\rclopmcm of new lodlnology ‘_

In 'tddmon 1o mc ntt'u,hed paper we cnll your anoention to a lL‘L(.‘IIl a:udc
in the Febrjdty 20, 1978 edition of Businegs WOSK by Rinune-de Vrios
which piints oul thial the fuihdameiin) probliénwith the L]t'p:{_‘u.!lml dollar
“is the need for a nativial export policy and spccﬂu‘dlly states "We have !
to develop néw techno} vy and poou and sell tig staf, ™ A ritecnt ar ru_lc
fn the Amccican Bar Axsociation Journal by Shetla Ml cin iy alsdof
nterest since it focuses upon the various arrangements which, throurh
the pateat system, can serve i.hL pnb]u, micu st, Copics of ¢ kh of these
e nlso .\uadwd : o : ey T ; -

We strmw]y mg.. you o wiw, yom do.-u_ .\m[ cn rcful ane unon 10 Ilw L‘llL.]O.‘;Ld
analysis, which we bcl;vvu is oh_|vr.twoiy presented; sand pacticular rusz:n-d
10 our feasoned! uoucm 1t that therd is o surong profiability hiat ninimenance

of the ' Hl.dlll". quo' iy fikely w ultimauely vosult in Government patent policy
moving fardicr i the dircttion of Litle- tr-thd povernaweit, - 1 is e siadicd
conclusion and stiong belid of SUPA aid s individidl memhers it i’ sueh
policy breomes prevadent the jndustr n.\!'.,vcwr § ¢lIectivency 1
the needs of our socivty:and introdue g new teehnology w mL‘Lt suCh nevds
would be. w\'uwl). .lml wdver t,cl) nnpmlvd ad st vuy ummry oin the mui
o mudioerity, oo ; Sl e

Voery | rul-y lS'lS(ll'.S. -

Howard W, Bremer
IWErw President, Socicty of University
Iaent Administrinors
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otiations between nnnproﬁt “publm
sector” mslitu!lons and commercml ‘private sectar’
firms concernlng patent arrangements exemplify how
the patent system can serve the public inferest.
Experiences of the Population Councl! and the Ford
Foundalion in negotiating patent rights for
contraceptive developments under grants they ) mnd.u
are mteresﬁng preeedenu for further culla i

By Sheila Avﬁn Mclean

N RECENT years the patent system in the United
States has been the subject of frequent, critical
examination. T.L. Bowes's December, 1975, American
Bar Asseciation Journa! article, *“Patents and the Pub-
lic Interast” {61 A.B.A.J. 1521}, usefully summarizes
this controversy surrounding cur patent system and
concludes that the system has served the public in-
terest by helping “this nation become a pre-eminent
deveioper of technology.” Some recent negotiations
between nonprofit, “public sector” institwtions and
commercial, “private sector”” firms concerning patent
arrangements provide an instructive new model of
how the patent system can serve the public interest by
catalyzing the further development of nonprofit-basad
research and, technology.
Iis 1mpurtant to recogrize that collaboration be-
tween the private and puhhc sectars is increasingly

Aumior's NoTe: This article is basad on a report preparsd for the
Reproductive Blology snd Contraceptive Development Projact
under the direction of Roy 0. Greep, Laboratory of Human Repro-
duction and Reproductive Biplogy, Harvard School of Medicine,
which was apansured by tha Ford ‘Folindatior. The views ox-
prassed in this article ara those of the author and do not rapresant
an official policy of the Ford Foundation.

essentiz] to the development of products that are ulti-
mately useful to the public. Carl Djerassi, a founder of
Syntex and now a Stanford professor, forcefully
pointed out seven years ago in Science that while many
basic discoveries and important steps leading to
technological developments are made by researchesrs
based in the nanprefit or public séctor, pharmaceutical
firms—private sector firms—"play an indispensible
role in the development of any drug,” His observations
have been reinforced by a 1974 report prepared for the
Faderal Conucil for Science and Technology, which
reflects the obvious point that univarsities and non-
profis hospitals do not engage in direct manufacture,

Thus, industry must bring umverstty livantions to the
market place.

Sm.ce collgboration is so essential, consideration of
new amngements for bringing the private and public
sectofs togetherfor thels mutual benefit maybahel pul
to lawyers advising either sector: Some sxperiences of
the Pupulahun Couticil and this Ford Foundation'in
negotintmg ‘patent rghts for contraceptive deVelnp-
ments under grants they had made serve as intaresting
pmcedanta for further culla'horar.lun in that and uthar
ateas’ ' - '

Inventions in the field of cunh‘aceptive resaan-.h 1I~
iush—ate ths way in which pﬂtentedtechnology is oﬁen

Candica Photo
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Patents and Cellaboration

developed. Individual university-based researchers
may conceive of new ideas for fertilitv-regulating
drugs ar devices or comhmatmns thereof. Thmugh
their universities, they réceive initial “seed"” funding
from governmental or philanthropic agencles. But to
some extent the invention and to a grester extent the
necessary initial research are done at organized
laboratories by teams of professionals associated with
medical schoois, research hospitals, or nonprofit re-
search institutions. The inventor-professor usually is
required by employment arrangements to convey pat-
ent rights to the employer-university, at least in part.
The work in the nonprefit sector typicaily' does not
result in a product thet can be distributed te the public.
Additional research and mauch of the necessary de-
veloprnent is done by specially rained teams at well-
equipped laborataries, frequently those maintained by
profit-oriented pharmaceutical firtns, This is particu-
larly the case when development of the invention re-
quires the Food and Drug Adminisiration's approval,
necessitating extensive and cestly clinical testing,

In these cases there is a potential for conflict between:
the public, and prlvate sectors in the dlffe:nng
phl]usoph.les undarlymg the funding of rssearch by
public seciar organizations, the availability of pa nt
protection for new inventions, and the further ﬁ.mdmg
provided by the pharmaceuncal firm. The public.sec-

_tor donor proceeds on the premise that its reward for
: he]pmg tofinance an inivention will be publmaccess to
. the resnlts ‘of the supported resgarch at minimurn X~
pénse. The patent laws, on'the ‘other hand, are baséd on
the philosophy of em:ouragmg the development: of
new ideds by giving the inventor the right under 4
patent for & limited.period to prafit from the
invention—either by use of the patent orthrough roy-
.ahy an-angements ‘with others,;Becatise an inventor
[ may. ¢thoose’ {0 cbtain patent protection in more than
-, ohe.countryit is possible to obtain virtvally world-
“wide patent r:ghts for an: mvant:on a]beit for hmned

Marketing | Creates I.ntereeit in Rnya]lles

Simply stated, if a patemed inventlor'is marketed,
several patties involved in its development—the uni-
versity ‘or ‘hospital whare the orig’inal research Was
conducted, the investigator [mventur] in whose

o firm. where further pesearch and development aré car-

ried on--become interested ifi royalties under the pat-
ent and in the exclusive right ta contrul the manufao—
ture and sile of the product,

The public sector donor (fos Exampla the Popuialmn
Council, the Uniited States Agency for Entemallonal
Develupment or the Ford Foundation} usualtly retaing
some form of license—usuvaliy & rovaliy-frec, nonex-
clusive license to make, 11¢é, and gefl the invention—but
it is usually impractical for these funding agencies to
consider exercising this license, Not being in the busi-

g20 American Bar Association Journat

they he]ped to fJnénce -

-Exparience hay shown that in exchange fur pri .
ing venturs :apua] and other suppatt for further neces-*
saty resedrch and developent, pharmaceuncnl firms
are, tikely, to -Téquire an exclusive: ‘license under the
patent-.-tha- exclusive right to make. use, and sel} the -
new mvenmm Sometimes working together, and
sometimes saparately. thé Population Cauncil end the
Fard Foundation have daveloped with pharmaceutical .
ﬁrms an. interesting ‘and inovative approach-1o-this
aspect of patents undef tesearch grants. At tha stage
when a grant for ‘tesearch'ic made, the grantee institu-
o [usually a unwersﬂy) and the’ principal inves-
tigator enter into'a paterit agresment with the funda:
tion or council under which the institution’ gr inves- -
tigator is rasponsnble for oblnmlng patents ‘dn inven-
tions and may grant only nonexclusive ticenses of any.
patentable invention resutting from the sponsored re-
searck. The agreement requires the foundation’s or
council’s consent befare the institution or investigator
may permit an exclusive license of the patent. Drug
companies interested in ,\further developmenl and
markating of the invention usually do request the
foundatipn's or council’s consent to excluswe ficenses
before they. will make the substantial investment ta
develop, test, and market the drug or device.

Royalties Can He Fed Back into Research

The foundation and council have made an initial
decision not to demand royalties in return for their
consent to an exclusive license, even though it might
ke simpler ta negotiate standard royalty arrangements
with pharmaceutical firms. The donor agencies could
‘then feed these royaliies back into further research.
The Population Council, for one, has considered and
rejected this approach on the ground that its objectivity
in advising on the use of contrageptives might be im-
pugned if it were viewed as having a ﬁnancml siake i in
‘a particular product =

Inétead they take steps ih their agreements with the
driig companies to assure that the public sector will be
able to purchase the new contracapiive devices at'a
price lower than that which the drug company would
charge the private sector (for éxample, commercial
suppliérs to private physicians), The key issues form-
ing the biasis of these agréements are (a) definition of
the “'public sector,” (b) pricing formulas, and (c)
guaranty of supply to the publicsector. “Public sactor”
is defined. for sxarnple, as natiphal and volunlarv fam-
ily planning programs. A prising formula‘for the pub-
lie 'sector. For exardple, didy 1akeé into dchuat ths cost
fiaceutical firm bit not give
the firm f-mm pubhc sector purchasers
af- supply pro\nsmns a\tempt to assure
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that public sector agencies that order the praduct at the
special pubtic sactor price. will have it supplied to
them. -

The details vary with circumstances, such as the
sums of money the varigus parties have mnr.r:bu!ad, or

T ii0if 0 Patents and Collaboretion -

Sheiia Avrin McLean is as3ociate
general counsel of the Ford
Foundstidn. A formar member
of .thé E Comimni of

will havs to centribute, to research and devetep

Negotiating these arrengements can be extiamely

compisx and time consuming, and the legal fees can be
substantial, There are at least.four parties—the.donor

agency, the hospital or university in which the inven- -

tor works, the inventor, and the drug company: The
interests of the various parties are not, of couvse, iden-

tical: The hospital and inventor usually work oat roy- -
alty arrangements at the same time the donor agencies’

_negotiate the special public sector pncing formula. But
" if the parties approachthe negotiations in good faith,
. and with 2 sense of humor, their agresment can be a

waorkeble model for collaboration. balwean plu]an—-.

thropy and industry.:

Justice Departmant lesues Pnliﬁun
The Justice Department has recently announced its
. osition on a patent licensing armmangement batwaen a
nonprofit, public sector organization end several pri-

vate sector pharmaceutical firms. The pablic sector -

coneern is the.Salk Institute for Biological Studies, a

the Justice Dapertment a proposed liceasing arrange-
ment of patents for 8 drug (Somastostatin) intended to

 treat disbetes. Salk would, grant world- wide, ngnex- .
clusive patent licenses to five pharmausuuml firms
Lifnufn?lhntM.lyBeEx!mded S

Bocause the Food and Drug Admlmstratmn and
other regulatory requirements deimand @ lecgthy '’
period of testing before a patented product can be aps’

and wouid also agroe not to grant additiona] jicanses
. fora period of thres years after the first sale of the drug.

At the end of thres years Salk would again be free to -

grant additiondl nonexclusive licenses. In tetum, the
pharmnceuhm] firm Hcerisees would pay the istitute
royaities and would commit themsalves to, clinical

testing necessary to cbtaining the Food and Drug Ad-

ministration’s approval to distribute the drug,

In February, 1975, the Antitrust Division of the Jus-
tice Doparunent issused an unfavorable business review
fettar with respect to these proposed arrangements, But

. in December, 1975, the division reversed its ‘sarlier
positién, In the Dacamber lattar, it found that tempo-
rary limitation of the B
‘reasonable because Salk had béen unable to nbtain
lesnse agresments with qualified and intarested firms
without stch a limitation, In addition, the division
found that-the terms in Salk's licensing agreament

wera designed to minimize the unueompehuve con-

' 8eqUenCes, ‘of that limitation.

This d,lscuselon of patents has focused on public
access to patented inventions initially funded by the
_public sector. It is 1mpurtant to remember that the life

of patents is limjted in the:United States for seventeen .
years. Indeed, some, of the patents. on contraceptives. -
invented in the late 19503 and early 19603 have axpired . :

the Assoclation of the Bar of the
City of New Yark, sha waa
graduptsd from Smlth College
{A.B. 1963} and Yale an Schoo!
{LL.B. 1988} -

or are about fo é:_xﬁira:';For example, Syntek’s patent on.
Norsthindrone and Ssarle's patent on Norsthynodrel
expired in 1872. Once the pateni expires, the inven-

tion, including all the data related to it contalned Inthe-
patent application,.is ‘dedicated to the public.
:  In'certaln casas the patent holder and those with.

licenses to make the invention will have a large head
start indeveloping technical know-haow and market
acceptance for thé prodict, and their market pagition
may not be affected adversely by the expiration of the

- patent, This may be true for patented devices such as

intrguterine devices carrying releasing compounds.

& On the other hand, replication of avallable contracep-
* publicly supported, nonprofit organization in Califor- -
. nia that performs binlogical regearch. S&lk outlined to-

tive compounds used for the female contraceptive pill
1s relatively simple and inexpensive, The end of patent
protection on these products will almost certainly in-

vite competition and raduce the monopoly profits’as-

sured by the ;palent

proved for general use, Carl Djaragsi has suggested that

the life of a patent be extended for a apecified numhar_:
of years after 4 contraceptive product has been ap-

proved by the regulstory agency. Congressional con-
sideration might be given to granting these extensions,
by amending the patent law, in return- for a quid pro

quo henefiting the public, as, for example, a stipulation -
that: the product ba made availabla & a spacial low

pricé (at “cost”) to nonprofit of governmental pro-
grams distributing the product {nonprofit govem.ment
sponaorad family planning programs). N

Ag indicated by these examples, Imaginuuve use of

patent arrangements can facilitate the development. ..
and marketing of public-sector inventions by collab- -

oration between the private and public sectors despite
the differing interests of the perties involved. The
suggested model mayéncourage other public funding
agencies, universities, honprofit- reséarch institites,
and private, profit-oriented companies—and their
legal counsel—to look at theirnagotiations aver patent

rights g a helpfu] tool for mutually beneficial collab- e

oration. &
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